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1 Name of medical device
Oscillating saw blades, sterile, disposable for Endoprosthetics (hereinafter referred to as “saw blade™)
are designed in accordance with modem requirements to safety and quality and conform to’the

following standards:

Certificates:
1ISO 9001:2015

EN ISO 13485:2016
EU Certificate Directive 93/42/EEC Appendix Il, excluding Section 4

Manufacturer: Gebr. Brasseler GmbH & Co. KG Trophagener Weg 25, 32657 Lemgo, Germany.
Class of potential risk of medical device application:=2a

The instruments are made of high-quality stainless steel 1.4028Mo and 1.4031 Mo.

The shape ofa working part may be;
- parallel (see Fig.1,2,3,4,5,6,7)

05.003.400S; 05.003.401S; 05.003.402S;_05.003.403S; 05.003.411S; 05.003.413S; 05.003.421S;
05.003.422S; 05.003.423S; 05.003.431S;)05.003.432S; 05.003.433S; 05.003.442S; 05.003.443S;
05.003.451S; 05.003.452S; 05.003.453S; 05.003.500S; 05.003.521S; 05.003.523S; 05.003.533S;
05.003.553S; 05.003.703S; 05.003.721S; 05.003.723S; 05.003.733S; 05.003.753S.
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-flared (see Fig,8,9,10,11,12,13)

05.003.424S; 05.003.425S; 05.003.434S; 05.003.435S; 05.003.454S; 05.003.524S; 05.003.5255;

_ 05.003.5545; 05.003/1345; 05.003.7355.
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* Processing of foot / knee / hipjoints during endoprosthesis replacement

List of diseases requiring treatment with the use of oscillating saw blades according to clinical
judgment:

* Defective positions, deformations, for example, deformation of hip joint, asymmetry / flat-foot /
dislocation / valgus legs, hallux valgus / bent limbs inside / disease of the first metatarsophalangeal
articulations.

* Fractures, for example, humerus fracture

« Diseases, for example, rheumatoid and posttraumatic-arthrosis (coxarthrosis, gonarthresis), arthrosis
(osteoarthritis, coxarthrosis, gonarthrosis), rare diabetic arthropathia of leg, Charcot foot, necrosis of
ankle bone, arthragra, metatarsalgia

Asurfeon or surgical assistant is responsible for selection of the corresponding-instruments.

3. Contraindications. Adverse eifects.

All general contraindications for orthopedic,-surgical interference shall be taken into consideration.

1) Metal allergy and hyper sensibility to-foreign substances
2) Insufficient bone mass and bony tissue quality
3) Acute infection

4) Operations in which the use of amotorized saw involves risks outweighing the potential benefits. A
motorized saw should not be used ifany other contraindications apply that prohibit orthopedic surgery
ingeneral. Contraindications of the implant must be respected.

Examples of contraindications~are not associated directly with proper and correct use of (the
corresponding medical devices. Proper allowance must be made here for different factors that may be
revealed and put in perspective-only by a responsible doctor or:operator.

- Do not use the instruments for purposes other than that intended.

« It is forbidden to work-with the instruments that do not,meet the requirements that are (imposed
thereon.

- The instruments with the following defects shall be-immediately rejected: dulled or-broken saw
blade; deformed (for.example, curved or twisted instruments).

Asurgeon or surgical assistant is responsible for selection of the corresponding instruments.
When using the instruments, adverse effects are not found.

4 How-to Use.

The saw_blades are meant for single use and supplied in a sterile package. Dispose after use in
accordance with the existing regulations.

Instruments may only be used in the appropriate handpiece/power systems with connection types:
DePuy Synthes/Zimmer Biomet, Stryker, Aesculap 3Ti. The instructions for use for the power system
used must be observed. Use only those saw blades that are adapted to your equipment.
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The instrument should be carefully inspected before use to ensure full functionality. Make certain that
the saw blades are sterile and ideal regarding their technical and sanitary condition - the sterile
package is not impaired; the instruments are not damaged. Consequently, the instruments need/to.be
discarded if the expiry date indicated on the product label has been s exceeded, the packaging is
opened or damaged or in case of illegible markings. The saw blades shall be fixed so much deepin the
tip of the surgical saw as possible. The saw blades that are not inserted to their full length ef'clamp
account for appearance of significant centrifugal force and vibration. Prior to use, make sure-that the
instrument is safely inserted and locked in its proper position. Contact of the saw blade with metal and
other metallic objects must be avoided. The saw blades should be actuated in/at the saw -guide and
before contact is made with the bone. The thickness ofthe saw blade must be inferior to that of the slot
in the sawing template. Before use on the patient, free' mobility of the saw blade in/atthe template
must be assured. It is necessary to avoid Jamming of the saw blade, using it for leverage./ This leads to
excessive heating, jamming of the saw blade or thennal necrosis as well as to the risk of fracture. It is
necessary to avoid a contact of the saw blade with'a template, guiding device, or ather metal objects
while performing oscillating movements. This leads to damage to the saw bladesor tools as well as
blunting of the blades, injury to bones and surrounding tissue (incl. nerves and/blooed vessels). This
also increases the risk of inadvertent creation of metal chips. In case of/breakage of metallic
instruments fragments and/or components can be located by medical imaging. procedures. Improper
use leads to out-of-specification results and.injury risk.

Excessive contact pressure must be avoided,as this may lead to:
- damage to the tooth surfaces

mreduced service life of saw blade

- excessive heat

- thermal necrosis

- fracture of the blade

-jamming o fthe blade inside the bone

mundesirable rough and uneven surface

It is necessary to provide sufficient cooling (saline solution) during use. Insufficient cooling leads to
clogging of the teeth with bone chips, thermal necrosis, reduction of the service life. Check saw blades
for damages and dulling ofteeth by means of magnifying arrangements.

Examine the instrumentsispecifically for:
- splits and dulling (raunding) of teeth

- damage in the area-of fixation
-curvature ofa saw blade

Damaged saw blades: (scratches, dents, blunt blades;“bent instruments) may lead to the fracture of the
instrument or treatment failure such as the patient getting injured by metal fragments,left behind in the
operative area.

Nonobservance of these recommendations-mav lead to the instrument breakage and pose an
increased.risk for a patient and surgeon.
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5 Measures of Precaution in Using.

The saw blades are meant for single use and supplied in a sterile package. Dispose after use“in
accordance with the existing regulations.

Do not use the instruments if the expiry date indicated on the product label has been exceededs; the
packaging is opened or damaged, in case of illegible markings or corrosion. Do not use the instrument
ifdamaged or in case of blunt cutting edges.

Instruments may only be used in the appropriate handpiece/power systems with connection types:
DePuy Synthes/Zimmer Biomet, Stryker, Aesculap 3Ti: The instructions for use for the{power system
used must be observed. Use only those saw blades that.are adapted to your equipment.

The saw blades shall be fixed so much deep in the'tip of the surgical saw as possible’y The saw blades
that are not inserted to their full length of clamp aecount for appearance of significant centrifugal force
and vibration. Prior to use, make sure that theinstrument is safely inserted and/locked in its proper
position. Contact of the saw blade with metal._and other metallic objects mustsbe avoided. The saw
blades should be actuated in/at the saw guideland before contact is made with the/bone. The thickness
of the saw blade must be inferior to that of.the slot in the sawing template. Before use on the patient,
free mobility of the saw blade in/at the template must be assured. It is necessary to avoid jamming of
the saw blade, using it for leverage. This leads to excessive heating, jamming of the saw blade or
thermal necrosis as well as to the risk affracture. It is necessary to avoid-a‘contact of the saw blade
with a template, guiding device, or other-metal objects while performing oscillating movements. This
leads to damage to the saw blade orsteols as well as blunting of the_blades, injury to bones and
surrounding tissue (inch nerves and blood vessels). This also increases‘the risk of inadvertent creation
of metal chips. Improper use leads to-out-of-specification results and injury risk.

Excessive contact pressure must be-avoided as this may lead to:
- damage to the tooth surfaces

-reduced service life of saw blade

- excessive heat

- thermal necrosis

- fracture of the blade

-jamming ofthe blade inside the bone

-undesirable rough and uneven surface

It is necessary to prowvide sufficient cooling (saline selution) during use. Insufficient cooling leads to
clogging of the teeth.with bone chips, thermal necrasis, reduction of the service life.(Shifting of the
template or slipping.ofthe saw blade can lead to cutting mistakes. Check saw blades.-for damages and
dulling of teeth by means of magnifying arrangements.

Damaged saw-blades (scratches, dents, blunt blades, bent instruments) may lead to the fracture of the
instrument ortreatment failure such as the patient getting injured by metal fragments left behind in the
operative ared.

Due to.wear of the material, a safe and risk-free reuse of the product cannot be guaranteed.
Reproeessing of single-use device may create a risk of contamination and.can result in infection and
irreversible injury of the patient.

The instruments are not provided with a measuring function or an external or internal energy source
and do not incorporate software. The instruments do not contain any medicinal product constituents.

Peructpamus MH B Pocagpasrapgsope
www.nevacert.ru | info@nevacert.ru



ingredients of animal origin or substances or derivatives made of human blood. The devices do not
emit (ionizing) radiation or create magnetic fields. As regards to this, no risks are to be expected.

Nonobservance of these recommendations may lead to the instrument breakage and (pose an
increased risk for a patient and surgeon.

6. Product specification.
This medical device belongs to the group ofdevices for.professional use.

Shape ofa working part:

Parallel.

Dimensions:

Width of a working part: 13.0; 19.05; 25 mm.

Thickness ofa working part: 0.89; 1.0; 1.19; 1.25; 1.37; 1.47 mm.
Length of a working part: 60.0; 90.0 mm.

Flared.

Dimensions:

Width of a working part: 13.0; 21.0 mm.
Thickness of a working part: 1.19;11.25; 1.47 mm.
Length of a working part: 70.0; 90:0 mm.

Surgical motor systems, which the instruments are usedjwith for all common surgical motor
systems with connection types;

» Aesculap 3Ti

* DePuy Synthes/ Zimmer-Biomet

* Stryker

Forexample:

* Trauma Recon System, Battery Power Line 11, manufacturer DePuy Synthes, RC ®C3 2012/12800
« Zimmer Universal Power System, manufacturer Zimmer Surgical SA, RC P3H 2013/254

» Sodem with an_‘escillating hand piece Zimmer,~manufacturer Sodem Diffusion;/S.A. RC ®C3
2007/00643

« Stryker System G, manufacturer Stryker Instruments. RC P3H 2017/5929
e Acculan 3Tifsmanufacturer Aesculap AG. RC ®.C3 2007/00666, ®C3 2007/00665

Connection with a surgical motor system: inserted.into the fastening node of the surgical motor system
tip up to theemaximum depth until it stops

Dulling‘¢(wearing/grinding): single use

Shifting of teeth - no shifting
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Article

05.003.400S

05.003.401S

05.003.402S

05.003.403S

05.003.41 1S

05.003.413S

05.003.421S

05.003.422S

05.003.423S

05.003.424S

05.003.425S

05.003.431S

05.003.432S

05.003.433S

05.003.434S

05.003.435S

05.003.442S

Total
length
(mm)

84.20

114.20
114.20
114.20
114.20
114.20
114.20
114.20
114.20
114.20
114.20
114.20
114.20
114.20
94.20

114.20

114.20

Tolerance for
Total length
(mm)

+/-0,3
+/-0,3
+/-0,3
+-0,3
+/-0,3
+/-0,3
+/+0,3
+/-0,3
+/-0,3
+/40,3
+/-0,3
+/-0,3
+/-0,3
+/-0.3
+/-0,3
+/m0,3

+-0,3

Length
of
working

part
(mm)

60.00
90.00
90.00
90.00
90.00
90.00
90.00
90.00
90.00
90.00
90.00
90.00
90.00
90.00
70.00
90.00

90.00

Tolerance for
length of
working part

(mm)

+/-0,3
+/-0,3
+/-0,3
+/-0,3
+/-0,3
+-0,3
+/-0,3
+/-0,3
+-0.3
+-0,3
+-0.3
+-0,3
+-0.3
+-0,3
+-0;3
+/-0.3

+-0,3

Table 1. 5*poeirioation:o fa working( part of »aw blades

DimcnsioDS (+/= mm)

Width of  Tolerance for
cutting width of
working cutting
part working part
(mm) (mm)
+-0,2
13.00
+-0,2
13.00
+/-0,2
19.05
+/-0,2
25.00
+-0.2
13.00
+-0,2
25.00
+-0,2
13.00
+-0,2
19.05
+-0,2
25.00
+-0,2
13.00
+-0,2
21.00
+-0,2
13.00
+-0,2
19.05
+-0,2
25.00
+-0,2
13.00
+-0,2
21.00
+-0,2
19.05

Perucrparus MU B Pocampasransope
www.nevacert.ru | info@nevacert.ru

Thickness
of cutting
edge of
the
working
part
(mm)
0.89
0.89
0.89
0.89
100
1.00
119
119
119
119
119
125
125
125
125

125

137

Tolerance for
thickness of
cutting edge of
the working
part (mm)
+/-0,02
+/-0,02
+/-0,02
+/-0.02
+/-0,02
+/-0,02
+/-0,02
+/:0,02
+/-0,02
+/-0,02
+/-0,02
+/+0,02
+/-0,02
+/-0,02
+/-0,02
+/-0,02

+/-0,02

Thickness of
saw blade, not
including
shifted tooth
structure
(mm)

0.89
0.89
0.89
0.89
1.00
1.00
119
119
119
119
119
125
125
125
125
125

137

Tolerance for
thickness of
saw blade, not
including
shifted tooth
structure
(mm)

+/-0,02
+/-0,02
+/-0,02
+/-0,02
+-0,02
+-0,02
+-0,02
+/-0,02
+/-0,02
+-0,02
+/-0,02
+-0,02
+-0,02
+-0,02
+/-0,02
+/-0,02

+/+0,02

Shape of
working part

Parallel
Parallel
Parallel
Parallel
Parallel
Parallel
Parallel
Parallel
Parallel
Flared
Flared
Parallel
Parallel
Parallel
Flared
F'lared

Parallel

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

Material grade

1.4031 Mo/1.4028MO
1.4031Mo/1.4028Mo
1.4031M0/1.4028MO
1.403IMO/1.4028MO
1.403IMO/1.4028MO
1.4031Mo/1.4028Mo
1.403)Mo/1.4028Mo
1.4031Mo/I.4028Mo
1.4031MO/1.4028MO
1.4031Mo/1.4028Mo
1.4031Mo/1.4028Mo
1.4031Mo/1.4028Mo
1.4031Mo/1.4028Mo
1.4031Mo/1.4028Mo
1.4031Mo/1.4028Mo
1.403IMo/L4028Mo

1.4031Mo/1.4028Mo



5.003.443S
05.003.451S

05.003.452S

05.003.453S

05.003.454S

05.003.500S

05.003.521S

05.003.523S

05.003.524S

05.003.525S

05.003.533S

05.003.534S

05.003.535S

05.003.553S

05.003.554S

05.003.703S

05.003.721S

05.003.723S

05.003.733S

05.003.734S

05.003.735S

05.003.753S

114.20
114.20

114.20
114.20
94.20
92.10
122
122.15
122
122
122.15
102.15
122.15
122.15
102.15
117.70
117.70
117.70
117.70
117.70
117.70

117.80

+-0,3

+-0,3
+-0,3
+-0,3
+-0,3
+-0,5
+-0,5
+-0,5
+/-0,5
+/-0,5
+-0,3
+-0,5
+-0,5
+-0,3
+/-0;3
+-0,3
+/-0,3
+/-0,3
+/-0,3
+/-0,3

+-0,3

90.00
90.00

90.00

90.00

70.00

60.00

90.00

90.00

90.00

90.00

90.00

70.00

90.00

90.00

70.00

90.00

90.00

90.00

90.00

90.00

90.00

90.00

-+/-03
+-0,3

+/-0,3
+-03
+-0,3
+-0,3
+-0,5
+-0,5
+-0,5
+/-0,5
+/-0,5
+/-0,3
+/-0,5
+/-0,5
+/-0,3
+/-0,3
+/-0,3
+-0,3
+/-0,3
+/-0,3
+/-0,3

+-0.3

25.00
13.00

19.05
25.00
13.00
13.00
13.00
25.00
13.00
21M
25.00
13.00
21M
25.00
1300
2500
13.00
25.00
25.00
13.00
21M

25.00

-+/-02
+-0.2

+/-0,2
+/-0,2
+-0,2
+/-0,2
+/-0,2
+/-0,2
+-0,2
+/-0,2
+/-0,2
+-0,2
+/-0,2
+-0,2
+/-0,2
+-0,2
+-0,2
+/-0,2
+/-0,2
+/-0,2
+/-0,2

+-0,2
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137
147

147
147
147
0.89
119
119
119
119
125
125
125
147
147
0,89
119
119
125
125
1.25

147

-+--002
+/-0,02

+-0,02
+-0,02
+-0.02
+-0,02
+-0,02
+-0,02
+-0,02
+-0,02
+-0,02
+-0,02
+/-0,02
+/-0,02
+/-0:02
+/-0,02
+-0,02
+-0,02
+-0,02
+/-0,02
+/-0,02

+-0,02

137
147

147
147
147
0,89
119
119
119
119
125
125
125
147
147
0.89
119
119
125
125
125

147

-»/-002
+-0,02

+/-0,02
+/-0,02
+/-0,02
+/-0,02
+/-0,02
+/-0,02
+/-0,02
+/-0,02
+/-0,02
+/-0,02
+/-0,02
+/-0,02
+/-0,02
+/-0,02
+/-0,02
+/-0,02
+/-0,02
+/-0,02
+/-0,02

+/-0,02

Parallel

Parallel

Parallel

Flared

Parallel

Parallel

Parallel

Flared

Flared

Parallel

Flared

Flared

Parallel

Flared

Parallel

Parallel

Parallel

Parallel

Flared

Flared

Parallel

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

Dytobk

1.4031M0O/1.4028MO

1.4031Mo/1.4028Mo

1.403LLI0/1.4028MO

1.4031Mo/1.4028Mo

1.4031Mo/1.4028Mo

1.4031Mo/1.4028Mo

1.4031Mo/1.4028Mo

1.4031Mo/1.4028Mo

1.4031Mo/1.4028Mo

1.4031Mo/1.4028Mo

T.4031Mo/1.4028Mo

1.4031Mo/1.4028Mo

1.4031Mo0/1.4028Mo

1.4031Mo/1.4028Mo

1.4031Mo/1.4028Mo

1.4031Mo/1.4028Mo

1.4031Mo/1.4028Mo

1.4031Mo/1.4028Mo

1.4031 Mo/1.4028Mo

1.4031M0/1.4028MO



Material of a working part and shank: stainless steel 1.4028Mo and 1.403 IMo.

Manufacturer o f stainless steel 1.4028Mo:
Zapp Precision Metals GmbH, Letmather StraBe 69, 58239 Schwerte, Germany

Manufacturer of stainless steel 1.4031 Mo:
Voestalpine Precision Strip GmbH, P.O. Box 503, 68428 Munkfors, Sweden
and Sandvik Materials Technology EMEA AB, Box 12, 16493 Kista, Sweden

Coloring agents are not used.
Hardness value of steel grades:

1.4031MO-510- 580HV
1.4028M0O-510-580 HV

Perucrpatma MU B8 Pocagpasramzope
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Shank type

Aesculap 3Ti

DePuy Synthes/
Zimmer Blomet

Stryker

Number of shank in
the article

Table 2. Specification of saw blade sbank;

Specimen of
instrument article

05.003.723S

05.003.422S

05.003.521S

Perucrpanust MU B Pocanpasransope
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Shank material

Stainless steel
1.4031Mo0/1.4028Mo

Stainless steel
1.4031M0/1.4028Mo

Stainless steel
1.4031M0/1.4028Mo

Roughness (Ra)

0.315-0.532

0.315-0.532

0.315-0.532

Hardness (HV)

510-580

510 580

510-580

Shank view

q

Aeiculap* Acculan 3Ti

DePuy Syr>the*/

Stryker*



7. Requirements to Environmental Conservation

The device is not toxic for the environment.

Environmental risks of medical devices:
Corresponding influences are not present.

8. Disinfection* cleaning and sterilization

The saw blades are meant for single use and supplied in a sterile package. Dispose after use in
accordance with the existing regulations.

9. Sterility

The devices are sterilized by means of gamma-radiation VDmax”". The sterilization is performed in
accordance with the requirements of ISO 11137-2:2013.

There is no influence of manufacturing methads (including sterilization) on materials characterization
and working properties. The required sterilization method does notjeopardize its safety and
operational characteristics.

The sterilization process is validated/and subject to process inspection as evidenced by the
Sterilization Validation Report.

The devices supplied as sterile are indicated with a mark “STERILE’ STnih

The devices shall be removed from-the package under aseptic conditions. The manufacturer may not
ensure sterility if the package integrity is damaged, or the package=is opened incorrectly, and is not

responsible in the circumstances. In this case, the instruments shall be disposed in accordance with
internal laws of the Russian Federation (SanPiN 2.1.7.2790-10).,Hazard class of medical wastes B,

10. Applied International Standards.

The devices “Oscillating saw blades, sterile, disposable for Endoprosthetics” conform="to the
requirements of the following standards:

DIN EN I1SO 13485
DIN EN ISO 10993
DINEN I1SO 11137
DIN EN I1SO 14971

11 Notification of unwanted events/occurrences:
All serious/incidents occurring in connection with the product shall be reported to-the manufacturer
and to the«competent national authority.

12. Risk Management

The purpose of risk management is to determine if the risk management process can eliminate or
reduce risks for the manufacturer as far as possible, to take measures to reduce risks which cannot be
eliminated, and to inform users about residual risks.
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The risk management system of Gebr. Brasseler GmbH & Co. KG is intended for idemegHoiof
hazards that are related to the device / manufacturing process and for assessment of m B Pated
thereto, for control of these risks and keeping track of efficiency of control during the whole service
life of the device. Risk analysis, risk assessment begins in the process of design and development.-The
efficiency of every device in relation to these and any unexpected risks is controlled as part of.the
management system of Gebr. Brasseler GmbH & Co. KG and its program of post-manufacturing
control.

Application of the risk management process meets the requirements of the international standard 1SO
14971-2007.

13. Storage and Application Regulations

The instruments are packed under sterile conditions.

Storage conditions:
Prior to use, the instruments shall be stored in the original packing, away from direct sunlight, dust,
moisture, sources of recontamination and high temperature. Do not store the instruments in the same

room with reagents and chemicals.
All works with contaminated instruments shall'be performed only in safety gloves:

Operating Conditions:
Temperature: from +5'Gto +45°C

Relative air humidity: from 30% to 80%
The instruments shall be stored in dry condition at the temperature from -50°C to +50°C and at

humidity from 10 to 95%.
The instruments with an impaired sterile package as well as damaged instruments shall be rejected

immediately.

14. Marking of the Medical Device
The following marking is used in the medical device:

Table 3. Marking ofthe Medical Device.

W KaTano>xHblii-HOoM ™ ¢ He ucnonb3osaTtb NOBTOPHO
[|0t| Ko napTtuu A BHuUMaHue

Perynupyetca EBponeickum

: MpocTepHnsosaHo pagnauuneit 3akoHogaTtenbcTBOM: MapKup(»Ha
sterilelr pocrer paavau, A pKUP(
cooTtseTcTBUuA CE
BHumaHune: B cooTBeTCcTBUN €
tepepanbHbiM 3aKkoHOgaTenbecTBoM CLUA
He mcnonbaoaatb ec/iv ynakoaka noapexaeHs. Rx Only npogaxa
[AHHOrO yCcTPONCTBaA AONYCKAETCA TONbKO
BpayoM IM60 NO HasHAYeHNo Bpaya.
MpownssoaunTens 0 Konnuecrtso
fAaTta n3rotooneHus Imatl Vicnonb3yemblii matepuan
y Mcnonb3oaaTb Ao0... GS1 dopmart WTpmx-Koga G51
I I l Co6ntopaTb NHCTPYKLMIO MO NPUMEHEHUIO DIST AvcTpubbrotop
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KaTa/ioXHbIi HOMeEP

bp, naptim

bocTepnnn3oBaHo paguaumneit
hencnonb3oBatb eciM ynakoBKa nospexaeHa
|*n3Bogmntenb

LiransrotoBneHuns

cnonb3oBath A,0...

n6nogaTb NHCTPYKLUIO MO NPUMEHEHUIO
femcnonb3oBaTh MOBTOPHO

)HMMEHVE

selynvpyetca EBponelickum
3aK0HOAATeNbCTBOM; MapKupoBKa
cooteetcTBys CE

Iwvere: B cooTBeTCTBUM € pefepalibHbIM
XOoHogaTencteom CLUA npojaxa faHHOTo
YCTPOIACTBa ,0NYCKAeTCS TONbKO BPa4yoM
V000 Ha3HaYeHUIO Bpaua.

[onnuecTBo

KMo/b3yeMblil MaTepuan

K)pvaT WTpux-koga G S 1

[AcTprbLIOTOP

15. Supply Package

Catalogue number

Lot number

Radiation sterilized

Do not use if the package is damaged
Manufacturer

Date of manufacturing

Best used before the end of...
Observe the instruction for use

Do not reuse

Caution

Governed by the European legislation: CE
Canformity Marking

Caution: According to the US FederalyLegislation,
sale of this device is allowed only by, a doctor or
on doctor’s order.

Quantity

Material used
Format of GSI code
Distributor

The instruments are supplied in a sterile package, 1 piece per package,with an instruction for use

inside of the package.

16. Package of the Medical Device

The package is sterilized by-means of gamma-radiation VDmax25.

The saw blades are packed'in’a sterile package, 1piece per package. The package consists of the
external wrapping materialFG C I (cardboard “Incada Silk”, 260 g / m”), that includes saw blades
packed in the blister card-(package dimensions: 103 x204 mm), and of the sterile double barrier
system (internal blister-card 170 (0,5 mm) x 50 (0,3 mm)'mm and external blister card 200+(+0,5

mm) X 95 (£0,3 mm)/mm).

Material, of which the internal blister card is made, is’aclear film PA/PEM 70/90 and sealing film

Ecopet P 400.

Material, of which_the external blister card is made, is-a clear blister film PETG / Pentamed® MD-

EGOORO01-51G8850-100_0-ZZZ and sealing film-Tyvek 1073B/HCW CR27.
The paper labeliis a white writing paper.

The sterilization-validity makes up maximum 5-years from the date of manufacturing specified on the
package. The instruments shall be disposed ifthe minimum shelf life is

exceeded, the package is opened or damaged, or data are illegible. The patient'labels must be added to
the patient’s health record, hospital record-ete. after initial opening.

Each package is accompanied by a leaflet (Instructions for use).
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Properties

ness

ty

nmended sealing

en permeability

rvapor permeability

length

Properties

kness

lity
mmended sealing
i?

ign permeability

vapor permeability

Technical Specifications of PA/PEM 70/90

Values

160 (+ 10 %)

162 (+8%)

> 125
</=1
</=4

See the order

See the order

Technical Specifications of Ecopet P 400

Values

400 {5 %)

516 (+8%)

>:120

</=10

</=5

See the order

See the order

Measurement
units

pm

g/mn
X

cm™Nm” per day
bar

g/m~per.day

mm

Measurement
units

pm

g/m

cmVm” per day
bar

Method

DIN 53370
(arithmetic mean is
calculated)

ISO 2286-2

Test carried out by the
supplier of Sudpack
23X, relative air humidity
50%

DIN 53380
38°C, relative air humidity
90%

ASTMF 1249

SPO

SPO

Method

DIN 53370
(arithmetic mean is
calculated)

ISO 2286-2

Test carried out by the
supplier of Sudpack
23®C, relative air humidity
50%

DIN 53380

8®C, relative air hunridity

r 90%
ASTMF 1249

SPO

SPO

IF1249 = standard-procedure of velocity determination of water vapor transmission through a plastic

Mwifilm with using.a'modulated infrared sensor,

wgle point displacement
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Technical Specifications of PETG / Pentamed® MD-EGO0R01-51G8850-100_0-Z22Z

Properties
Ibickness
lersity

fersile strength,

L

Iyrarric

strength, min.
iTCAT-melting
part

Folerance for
fldth

Standard

DIN 53370/1SO 4593

DIN ENISO 1183-2

DfN EN ISO 527
speed oftesting V50 mm/min,
measured along the length,
depending on thickness
DIN ENISO 8256
measured along the length
DIN ENISO 306
measured in oil, method B/50

DIN 53570

Measurement

Technical Specifications of Tyvek 1073B/ HCW CR27

Properties

Basis weight

Weight of coating

Gross weight

Tensile strength (MD-)
longitudinal

Tensile strength (CEE)
transverse

Ultimate elopgation
(MD") longitudinal

Ultimate elongation
(CD") transverse

Air permeability

Strength of seam

Width of seam

Perucrparuas MU B PocapgpaBuanzope
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Method

ISO 536

ASTM F2217:02

ISO 536

ISO 1924-2

ISO 1924-2

ISO 1974

ISO 1974

ISO 5636/3

ASTM F88

ISO 11607-1

. Values
units
pm 200... 1200
g/cm” 1.26 ... 1.30
MPa nevertheless 40
kJ/m» nevertheless 300
°C 78 ...82
mm 1.1
Value
75 (£ 4 %) g2
13.2 g*
Min.12.6 g"
Max. 14.8 g»
88.2 (£+4%) g2
7.6 N/mm
Min.: 6
Max.: 9.2
8.2 N/mm
Min.: 6 N/mm
Max.: 10.4 N/mm
3425 MN
Min.: 2135 MN
Max.: 5160 MN
3514 MN
Min.: 2313 MN

Max.: 5160 MN
140 ml.ming=*
Min.: 90 ml.min."”
Max.: 560 mEmin."

nevertheless4N /25mm

5(0/+ 1mm) mm



The following information is specified on the package of instruments:

A

IfSmiuiinj 1O ]

miMUtami JACRION (ml UL/
iMhuiiiu

il
3IN- Ym il (1) ©ePuySynthes
cc.
() (M>uySynthes

- logo and name-of the company, for which the instruments are manufactured

/ACRION-

- name of trademark which applies for all saw;blades DePuy Synthes,
intended for conducting operations on reconstruction ofjoints.

- catalogue number

lot number
Oscillating Saw Blade'-

DePuy Synthes®-/ZZiltimerS) , name ofthe instrument and connection type ofthe
surgical system, which the_ instrument is used with

0x13x1.19mm . dimensions of the instrument: 90 -‘length of working part, 13 - width of

cutting working part, 1;19 - thickness of saw blade, not including shifted tooth structure

intll

. QSI bar-code

S B - number of pieces in the package
- do not use if the package is damaged

n - The symbol points out the necessity‘for the user to familiarize himsedfwith important
information in the instruction for use, such as warnings and precautionary measures which for a
variety of reasons may not be placed on the medical device.

Doxnm 1 after which the medical device may not be used any more

- date o fmanufacture

1By

- indication that this device is sterilized by means o f radiation
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-only for single use

LI symbol “Refer to the operating manual”

#tOnly _indication that the US Federal Laws limit the sale of this device by a doctor or at the request
ofa doctor

' _Gsl Datamatrix code
gieesary li pwrtded
ItaMuipimtruettonforiiM . description of symbols is provided in the instruction for use
Higfl aurn

mmaterial of which the instrument is made is stainless steel

dM] 140«M1»17M«

(17)140»1

_Xhis is a plain text of GSI-code. The-code points out our basic primary"UDI = unique
device identification.

M Mk ™M
i NO; OMIl«nn<»M |Mid
il PT. UniM dta*m BMl«M*
HO: UiU <N oecianU

p >
H: OeeWttfc"SwwlIUd» OcMW W jinyy iw, iM MW M. iwM tH o
Kb Sonuibeomefe
@ OmLLIMMAM™N *K: OwlK~iklptev/~tM
E: fWMCpepKNMrieaMNViow tL Oaclif*ei*MiN

IUOVNUUMTrMN~ IE (NildtatomoKIItento.
@ Uiu par 0*C«*M* Vt. Oatilaranda O gblid

Ub OMMMMarlunatum MNb Sahwi* uaw * Ns»»
M. OMHwandZMCbNd K: OuMulay branknc p«y

- name of the instrument in different languages

- information about the. manufacturer

- layout view of the instrument

CeEn>

- indication of CE certificate availability

-name of distributor

[[11\% 5

- name ofdistributor in the USA
- country/oforigin
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Onthe blister, in which the instrument is placed, the following information is specified:

- catalogue number
E211- lot number
OSCillStinO Saw BIAde _ of  instrument
gjietfiim manufacture

-date after which the medical device may not be used any-more

- GSI Data matrix code
e
((if)sém/l . Jjijs isaplain text of GS 1-code. The code points out our basic primary UDI = unique
device identification.
G DifutrSynires logo and name of the company, for which the instruments are manufactured
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The following information is specified on the Russian-language label of the package of instruments:

BU %0000

VICTOyvieMTbI /151 3HLO/POTEMPOEAHMSI: fIE3Bre
xunnnumbu)ee aeBurenoe ogr«(/13osoc
O6nKr!» NpUMEeHeHUs rpaBm«w1) %114
PerkTtpavvoHroe ygoctomseHue: M: .
MroAVp|v' €% (VarpTpBHresb) al«™p Bpaccnep»
[e6X n Ko. KT. Fepmanus. Cebr. O<a»aBr On«H &
Co KC, TropkegenerWeelS. 32657 Lemgo
Cermvr|p

Y|%rmmouoHNe/inpdaetasnetbnpekmc| gsirens 000

Casnatoel eomaHnn

Kcnemctso wiyk » ynamce: 1

Marepusar -«pxasetoLLias crasna

KoAMpyun «1 Hayrakoske

[laTanaroToB/ieHHs OM Ha yriakoBke

Vicroneoosath fo: <« > /name*e

[AMSISK SHCTP| F<BHT LSS MOANLAMKIAM s3amrn«|L
[noccapuii CLLIEOMO» TPMAOAVTCA a «HOTPYtoaTii Mo
npHweteees

y*> HKIDH

REF

- catalogue number

LabelWf.0.20 _ QR code ofthe label

- only for singleuse

STERILB W S . N - L
- indication that this device is sterilized, by means of radiation
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Jlorotvn v MM3BAHVE toUnaumu, Ans HOTC Y0 V1 M3roTaB/IMBMTCS VHCTPYHMHT

lMpooomébe M3bl MOTMPCTMA M | . . N
TBEQLBX UKTML, TonwmnH* pemryuy TeunHoncruyeLcm» oTMEPCTMU AM YMEMM MM

pri6oLcii YacTu

Iysabm*ylac | / KaranowbiA HAVLp /' JIXT7p Ukaraam onpesenamv
/" repim 'ggldk&ﬁaro [youHbI paapam
/ / MovBVHVOAVE
TvncoemvHamma
LLivipmm
t ot » 2 U
,ﬂnMHa paBoyen 4actun
Ao K HazBaHVe KOMMNaHUK, 151 KOTOPOW Logo and name of the company, for which the
VBIOTaR/VBAETC UHCTPYMEHT instrument is manufactured
0/bHbIE NMasbl 1 0TBepCTUE 419 BEBOmR Longitudinal grooves and hole_for removal of solid
TBYbK HaCTuL particulars
CXHOMOMHECKVe OTBEPCTUA /19 YMEHbLLIEHNS Manufacturing holes for vibration reduction
VBA/H3yObeB Design of teeth Homep naptvm Lot number
[vra Width [ns ofHOpa3oBoro For single use
MPUMeHeHMA
aranoKHbIA HoMep Catalogue number LLIkana gns Scale for
onpeseneHrs determination of
ryOuHbI paspesa cutting depth
QLLYHR PEXKyYLLET Thickness.of cutting Tvin coeavHeHMS Connection type
[e00-844acT edge of the working
part
WwnpnHa n gnnHa paboyeli YacTu:
0 - wupuHa 13 IMM, fnnHa 60 MM
1-wupuHa 13 mm, gnnHa 90 mm
2 - wupuHa 19 mm, agnnKa 90 mm
3 - wupnHa 2S MM, gavHa 90 Mm
4 - wupunHa 8,0/13,0'mMm, AnmHa 90 Mm
05 . 003 . 4238 5 - wupuHa 13/)/21,0 MM, AgnunHa 90 mm
Cave TuR_COeANHEHUN: TonumHa pexyly e
4 - Defuy Syntnes/ Zimmer pa6oueii yacTu:
Biomet 0+0,89 oM
S*sstryker 1-1,00 MM
7 - Aesculap 3Ti 2-1,19 mim
3-1,27 mm
4 -1,37 Mmm
5 *1/47 MM
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bXHa nmHa Width and length ofa Tun coeayHeHs ConnectiohTJPM
IdGo-E1vacn working part

Vvoas 13 mv, 0- width 13 mm, TonuwHa pexyLLei Thickness of a cutting
a6 M length 60 mm paboyein Yactu working part
s Series
D/\i(‘lhofavvorking Thickness ofcutting edge ofthe working part Connection Designation
part (mm) (mm) type of
¢onnection
type
A 7-
as9 mm- \] Aesculap
3Ti
N f
1.00 mm.- 10 4-
DePuy
Synthes/
Zimmer
Biomet
i£] L =
l.ivmm- 1/ 5-
Stryker
2L mm
I.Amm- ij
i.J/mm- 14
l,4/mm- 15
05.003.400S
05.003.411S
05.003.422S
05.003.435S
05.003.443S
05.003.454S
05.003= series

4 - Connection type: DePuy Synthes/ Zimmer Biomet

0; 1 2; 3; 4, 5 - thickness of cutting part-0.89; 1.00; 1.19; 1.27; 1.37; 147 mm

0, 12 3; 4; 5- width and length of working part, (see definition on the layout above)
5- sterile
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05.003.500S

05.003.52 1S

05.003.533S

05.003.535S

05.003.554S

05.003 - series

5- Connection type: Stryker

0 2; 3; 5- thickness of cutting part - 0.89; 1.19; 1.27; 1.47 mm

G 1 3;4; 5- width and length of working part, (see definition on the layout above)

S-sterile

05.003.703S

05.003.721S

05.003.734S

05.003.735S

05.003.753S

05.003 - series

7-Connection type: Aesculap 3Ti

0;2;3; 5- thickness of cutting part - 0.89; 1.19; 1.27; 1.47 mm

1 3;4; 5- width and length of working part; (see definition on the layout above)

S- sterile

&
Ay ANS Vs W
mm
10
20
1 The widthrof a working part of the saw blade’ is measured along the outside edge of two
outermost:teeth

2 Maximum;depth, to which the saw blade can get through the bone
3 The thickness of a cutting working part is‘measured along the cutting edge
4 Thickness of saw blade, not including shifted tooth structure
Transport-package:

Apackage used for transportation, is chosen-specific to every order. A corrugated cardboard is usually
used. The-dimension of a transport package depends on the volume of goods.
The following dimensions of cardboard boxes are available currently.
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180x 10>3x 33 !
190X 130 X 80 i
260x1«JXx 90 1
280x t90x 130 !
315X 230 X 126 1
370X 280 X 23C |
600X400X 250 [
700x460x 300

620 X 620 X 460 1
3060300k 290 i

300x 186x 290

Marking is applied only to the package/of instruments itself. There is norspecial marking on the
transport package. After the devices-have been packed at the factory, thetransport package is closed
carefully and provided with a cargo-hauling label and transportation/decuments, ‘fhen the packed
devices are transferred to a forwarder and shipped to a customer.

17. Transportation Conditions

The instruments “Oscillatingsaw blade, sterile, disposable for‘Endoprosthetics” are transported by:all
transport modes in covered vehicles according to the rules ofcarriage applying to this transport mode
atthe temperature from -50°C to +50°C and humidity from;10-to 95%.

The instruments shall not.come into direct contact with fire-and water, especially with respect to'their
package. The packed sterile instruments shall be protected-from dust, moisture and contamination
during transportation and storage. There are no other special conditions of storage, transportation or
use that shall be considered.

18. Service life

The sterilization.validity makes up maximum 5 years.from the date of manufacturing specified on the
package

Control andfunctional check:
The instruments having the following defects.shall be immediately rejected:

« Deformations (for example, bended/intorted instruments)
» Corrosive surface

Anticipated Usage Frequency ofSaw Blades:
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The saw blades are meant for single use:

-oneoperation on one patient

Single-use devices (labelled with a sign ) shall not be reused!

The reuse of such devices leads to the risk of infecting, and safety of devices may not be ensured any
more.

19. Disposal and Destruction

Disposal of failed instruments is performed in accordance with internal laws of the Russian Federation
(SanPiN 2.1.7.2790-10). Hazard class of medical wastes B.

Potentially contaminated, pointed and sharp items-shall be disposed in single-use containers.

20. Manufacturer's Warranties

The user is responsible for checking the(product prior to use to ensure that-it is suitable for the
intended purpose. The user is responsible=for the use of the instruments. In case of contributory
negligence by the user, Gebr. Brasseler partially or totally declines liability, for all resulting damages,
particularly if these are due to non-observance of our recommendations for-use or warnings as well as

inadvertent misuse by the user.

According to general provisions andsales conditions, the warranty claims of the customer being a
commercial entrepreneur become gffective on the date of goods delivery and extend for one (1) year.
The guaranteed shelf life - sterilization validity makes up maximum 5 years from the date of

manufacturing specified on the package.

On issues relating to quality, address “MedTestConsulting” LLC.

Address: Russia, 123181, Moseow, Kulakova str., bldg. 1. korpsl, office. 193
Phone numbers: +7 (495)/750-29-01, +7 (903) 729-77-14
E-mail: > medtestconsult@mail.ru

Organization - manufacturer

Gebr. Brasseler GmbH & Co. KG, Trophagener Weg 25. 32657 Lemgo, Germany, tel:“+49(0)5261
701-0,fax: +49(0)5261 701-289, e-mail: info(",bragseler.de

Lemgo, 20/04/2620

Gebr. BrasselerGmbH & Co. KG
/

Ccbr. BrasMier GmbH & Co. KG
Trophagener Weg 2532657 Lemgo
~Poxtfach 160 1 32631 Lemgo =German”™

Klaus-Riibesamen

Managing Director

Appendix 1- Listof items
Appendix 2 - Authorized Representative
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Appendix to the application on official registration of medical device

“Oscillating saw blade, sterile, disposable for Endoprosthetics’

1 Versions:

05.003.400S; 05.003.401S; 05.003.402S; 05.003.403S; 05.003.41 IS; 05.003.413S; 05.003.421S;
05.003.422S; 05.003.423S; 05.003.424S; 05.003.425S; 05.003.43 IS; 05.003.432S; 05.003.433S;
05.003.434S; 05.003.435S; 05.003.442S; 05.003.443S; 05.003.451S; 05.003.452S; 05.003.453S;
05.003.454S; 05.003.500S; 05.003.521S; 05.003.523S; 05.003.524S; 05.003.525S;-05.003.533S;
05.003.534S; 05.003.535S; 05.003.553S; 05.003.554S; 05.003.703S; 05.003.721S:/05.003.723S:
05.003.733S; 05.003.734S; 05.003.735S; 05.003.753S.

IL Operational documentation:
- Instruction for use

Lemgo, 20/04/2020

Gebr. Brasseler GmbH & Co. KG

Ccbr. Brasseter GmbH & Co. KG
iSgener Weg 25 132652 Lemgo
Postfacb 160 - 32631 Lemgo - Germany

Klaus Rubesamen

Managing Director
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Appendix No. 2 -Authorized Representative

INSTRUCTION

for Use of the Medical Devices

« Oscillating saw blade, sterile, disposable for Endoprosthetics™*
produced by Gebr. Brasseler, GmbH & Co. KG, Germany

Appendix 2 (for Russian Federation)

INFORMATION ABOUT THE AUTHORIZED REPRESENTATIVE FOR MEDICAL DEVICES
CIRCULATION IN RUSSIA:

The limited liability company "MedTestConsulting" (LLC" MedTestConsulting)
Address; Russia, 123181, Moscow, Kulakova str., bldg. 1, korp. 1, office 193
Phone numbers: +7 (495) 750-29-01, +7.(903) 729-77-14

e-mail: medtestconsult@ mail.ru

This appendix is an integral part of thesdocument "Instructions for the use of medical devices

« Oscillating saw blade, sterile, dispesable for Endoprosthetics” produced by Gebr. Brasseler
GmbH & Co. KG, Germany

Gebr. Brasseler GmbH & Co.'KG

Lemgo, 20/04/2020
Gebr. Braueltr GrbH &Co. K
Trophageoer V\bg 25 «32657 Lentp
postfach 160 >32631 Lentypo « Gefirary

Perucrparuas MU B PocapgpaBuanzope
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MepeBOA C HEMELLKOTO A3blKa Ha PYCCKUiA A3bIK

LWrtamn; 3aBepeHHasa Konus
MepeBOofA C aHINUIACKOTO A3blKa Ha PYCCKUA=A3bIK

Ha dpupmeHHom 6naHke Komet / KomeT
Gebr. Brasseler GmbH & Co. KG /

Fe6bp. Bpaccnep Nm6X-u Ko. KI

TponxareHep Ber 25 - 32657 r. Jlemro
M/s 160-32631 r. Jlemro

Gebr. Brasseler GmbH & Co. KG /Tebp. bpaccnep 'm6X n Ko. KIr
FepmaHunsa

Va 160 - 32631 r. Jlemro = FepmaHunsa

TenedoH: +49.(0) 5261 701-0
dakc: +49((0) 5261 701-289
info@brasseter.de
www-brasseler.de

KoMmaHaMWTHOEe TOBapuLLLECTBO,
MecToHaxoxxaeHue B r. Jlemro
PerucTtpupytowuii cya flemro HRA 1156
JINYHO OTBETCTBEHHbI PyKOBOAUTENb:
Dental Brasseler GmbH c odhucom B r. lemro

Pervuctpupyrownuii cys lemro HRB 1157
PykoBoguTtens:

[WTedan Kénep. Knayc Pro6e3ameH,
Kpuctodep VireHuenb

MHCTPYKLWNA
No NPUMEHEHNIO U3ZENNA MEeAUNLMHCKOro Ha3HavYeHuns

«Jle3Bve ocuunnupyrollee cTepusibHoe 0A4HOPa30BOe A8 3HAONPOTE3MpoBaHua» (Cwm.
NpUIOXeEHUE)

Gebr. Brasseler GmbH & Co. KG, Germany/ I'ebp. bpaccnep 'mé6X un Ko. Kr,
fepmaHua

Anpenb 2020 r.

. Nemro. 20.04.2020

Gebr. Brasseler GmbH“& Co. KG /Tebp. bpaccnep Tm6X n Ko. KI
/Moanuce/

Knayc Pro6e3sameH

YnpaBnsawwnii oMpexkTop

LWTamn KoMnaHuu;
Gebr. BrasselerrGmbH & Co. KG / 'e6p. bBpaccnep 'm6X wn Ko. KI

TponxareHep Ber 25 - 32657 r. Jlemro
n/a 160 - 32631'T. Jlemro - FepmaHusa

Peructpanua MU B Pocagpasranzope
www.nevacert.ru | info@nevacert.ru



1 HawnmeHoBaHMe MegVULWNHCKOrO N3enumsa

JeBm ocuMnvpytoLLe CTepunbHble OfHOPa3oBble [/ SHAOMPOTE3NpOBaHWS (ganee Mo  TekcTy
1Nc33ve») Pa3paboTaHbl B COOTBETCTBUM C COBPEMEHHbLIMM TPEGOBaHMUAMU GE30MacHOCTM U KadecTsa U

COOTBETCTBYHOT CIElHOLLIM CTaHAAPTaM:

Cepfuabr

1509001:2015

BNISO 13485:2016

EXCeptugmkar Aupektusa 93/42/EEC lMpunoxexue 11, ncknoyasn cekuuio 4

Mpovseomuterb: Gebr. Brasseler GmbH & Co. KG Trophagener Weg 25, 32657 Lemgo;-Germany.
K noTeHUManbHOro pucka NpUMeHeHNs MeAULMHCKOT0 u3aenus: 2a

VHCTPYMEHTLI M3rOTOB/MEHbI U3 BbICOKOKAYECTBEHHOW HepXKaBetoLLein cTanm mapkuy 1.4028Mo n 1.4031

Idyvapaboyeld YacTu 1e3BMIn MOXKET ObITb:
erapasenbHas (cm. Puc. 1,2,3,4,5,6,7)

1150034008, 05.003.4018; 05.003.4028; 05.003.4038; 05.003.4118; 05.003:4138; 05.003.4218
05.003.4228; 05.003.4238; 05.003.4318; 05.003.4328; 05.003.4338; 05.003.4428; 05.003.4438
05.003.4518; 05.003.4528; 05.003.4538, 05.003.5008; 05.003.5218; 05.003.5238; 05.003.5338
05.003.5538; 05.003.7038; 05.003.7218,.05.003.7238; 05.003.7338; 05.003.7538.

Peructpanna MH B PocagpaBHamzope
www.nevacert.ru | info@nevacert.ru
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spacknelLeHHas (cM. Puc.8,940,1102,13)

(6.008424S, 05.003.425S; 05.003.434S; 05.003.435S; 05.003.454S; 05.003.524S; 05.003.525S;
06.008534S; 05.003.535S; 05.003.554S; 05.003.734S; 05.003.735S.
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[aHHOe MeVLIMHCKOe M3LeNine UCNOMb3yeTca A9 MOArOTOBKM MecTa MMIJIaHTaumm, o6paboTku nnm
LUpaLyn KOCTKW, B COOTBETCTBMMN C BbIOPaHHLIM METOAOM /leYeHUs B 06/1aCTV 3HA0MPOTE3NPOBaHUA, OHO
MHOOMTCA K Tpynne  uM3ge/uidA A9 UCNOMb30BaHUA B ONepauyoHHbIX  KBAIM(ULMPOBAHHLIMM
BINVHKM cheynannctaMmn  (XMpypru, opToneabl) B YCNOBMSIX  MEAULMHCKUX  YUYPeXKAEHUIA.
YCTaHoBK@ Ne3BUA NPOBOANUTCA KBAIM(IMLMPOBAHHBIM MEAULUHCKUM NMEePCOHANIOM (aCCUCTEHTBIXUPYPra).
TcBA NpuBOAATCA B [BWKEHME CUCTEMOM CWIOBOro  060pyaoBaHMs,  KoTopas ( TeHepupyeT
XUWVIMPYIOLLYIE ABUXKEHUS.

OQECTHO €0 MeULMHCKOr0 NPUMEHEHNS SB/ISIETCA 3HA0NPOTE3MPOBaHME.

1 MoparoToBKa K pa6oTe 1 NopsaoK pa6oTbl

Jle3B/a NpegHasHayeHbl A1 OAHOPA30BOro MPUMEHEHWUS, MOCTABNAOTCA B CTepVIﬂbHOVI YMNaKOBKE.
YTanm3npoBaTtb Noc/ie NCnosib30BaHNA B COOTBETCTBUM € UMEIOLLMMCS B KNMHNKE PEFAGMEHTOM.

VIHCTPYMEHTbI [JOMXKHbI ObITb TLLATENILHO NPOBEPEHbI Nepen MCMosb30BaHMEM, UTOObI 06GecrneunTb
MHO (DYHKLMOHANIbHOCTb. Y 6eAMTECh, YTO NE3BUS CTEPWSbHbIE W MAeanbHbl C TOUKM 3PEHUS UX
TEXHMYECKOTO U TUTMEHUYECKOrO COCTOSIHUSA -, 'GTEPU/bHAs YMaKoBKa He HapyilleHa, WHCTPYMEHTbI He
noBpeXKaeHbL CnefloBaTelbHO, MHCTPYMEHTbI AOMKHbI 6bITh YTUAN3NPOBaHbI, ‘€GN MUHUMATbHbIA CPOK
TQIHOCTU YOKe MPEBbILLEH, YAKOBKA BCKPbITA MMM MOBPEX/EHA, WK [JaHHbIE HA STUKETKE HE UYNTaeMbl.
JEBM JOMKHBI ObITb 3a(IMKCUPOBaHbl HACTOMLKO TNY6OKO, HACKOMbKO 3TOTO/bKO BO3MOXHO. J1e3Bus,
KOTObE HE BCTaB/IEHbl HAa WX MOMHYH AMMHY 3aXWMMa, CNy>XaT NPUYMHONA MOSIBNEHWS 3HAYUTENIbHOI
LIEHTPOOEXKHO CuAbl 1 BMBpaumn. Mepef-MCrnonb3oBaHWEM YOeAUTeCh, YTO MHCTPYMEHT YCTaHOB/IEH B
KOErVeHe B NPaBUMbHOM MOMOXKEHUN “W-HAZIEXXHO 3atMKCUpOBaH.-He ) npeaHasHadeH A1 06paboTKy
METa/VR, M36eraTb KOHTaKTa C MeTaIMYECKMM UHCTPYMEHTaMU B fpoliecce paboTbl. J1e3sre A0MKHO
MPVBOAMTLCS B IE/ICTBME B HampaB/sttoLlieM G/10Ke 4/1s Ne3BUiA, 0 KOHTAKTa C KOCTbH. TO/LMHA Ne3Bus
Jovka 6bITb MeHbLUE LIMPWHBI Maga) HanpaBnstowero 61oka Ans nessus. Mepes MCNONb30BaHEM Ha
MaLlyeHTe 06ecneunTb CBOGOAHOE M BECTIPensTCTBEHHOE ABMXKEHME Ne3BMS B Hanpas/stolleM 6/10Ke ans
et CneayeT n3beratb 3aKNMHWUBAHWA Ne3BWS, UCMONb30BaHKSA-Er0 B KAUeCTBE pblyara. STO-ApMBOANT
KUpe3MepHOMY HarpeBaHuto, 3aKAVHWBAHWIO N1E3BWS, TEMIOBOMY HEKPO3Y, a TaKXKE K PUCKY NonoMku. Bo
FEVA  OCLMNNIMPYIOLLMX  [ABWKEHWUIA pexylye KPOMKM ,/IE3BUS He [O/MKHbI  KacaTbCs . H1abnoHa,
HaNpaB/AloLLEro 6/10Ka UM JIPYTMX METa//IMYECKMX MHCTPYMEHTOB. 3TO MPUBOAUT K FAOBPEXAEHMIO
JEBA NN VHCTPYMEHTOB,~a" TakXKe MPUTYNNEHUIO Ne3BUiA, TPaBMUPOBAHMIO KOCTU IA\OKPY)KAKOLLIMX
Tkl (B TOM UICNe HEPBOB Y KPOBEHOCHbIX COCYZOB). TaKXke YBENNUMBAETCA PUCK HenpeAHaMepeHHOro

00pas0BaHIA MET/IINYECKOA CTPYXKKM.

Bcyyae MOMOMKY METIIMYECKMX UHCTPYMEHTOB (JPArMeHTbl 1 / N KOMMNOHEHTHI MOTYT ObITb
06HaPY>KEHBI C MOMOLLBH MEANLIMHCKIX NPOoLeayp BU3Yanu3aLum.

VHCTPYMEHTLI MOTY T UCNO/b30BaThCA TONBKO B CUJIGBOM 060pYA0BaHUM C COOTBETCTBYHOLLMMMK TNaMu
coeayHeHwiA: *DePuy-Synthes/ Zimmer Biomet, ¢ /Stryker, «  Aesculap 3Ti. Cobntogalite TpeboBaHNs
VHCTPYKLMI M0 3KER/yaTaLMmn CUI0BOro 060pyA0BaHNS.

Vicnonb3yiite TO/IbKO Te /Ie3BUS, KOTOPbIE aaanTupoBaHbl A/18 Ballere-cnioBoro o6opyaosaHums.
2 TlokasaHnsa K NPUMEHEHUIO

HCTPYMEHTbI UCMOML3YHOTCA ANS NOArOTOBKM MECTa MMMaHTaL UM, 06paboTKM 1K cenapaLymn KocTu, B
COOTBETCTBAV C BblGPaHHLIM METOAOM NeYeHNs B 061aCTV 3HAONPOTE3NPOBAHNS.

Perucrpamua MH & Poc3gpaBransope
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bkasaHis NPUMEHEHNSI UHCTPYMEHTOB, COMNaCHO KNMHUYECKON OLEHKE:

» [loaroToBKa MecTa MMIMaHTaUmm, 06paboTKa UK cenapauus KOCTW, B COOTBETCTBUM C
BblOpaHHbLIM METOLOM SleHeHNS
e (O6paboTKa CTOmMbl / KONEHHOr o / Ta306eApeHHOro CyCTaBOB MpW 3HAONPOTE3MPOBAHMN

IpeyeHb 3a60/1EBaHNIA, TpeGyloLve /NeYeHUss C MPUMEHEHMEM OCLMNNMPYIOWMX  /Ie3BWiA, cornac!

SVHYECKOI OLIEHKE:

[JedekTHble no3nymn, gehopmannmn, HanpumMep gedopmaumsa TazobepeHHOro cycrasa; aCCUMeTpUs
MI0CKOCTONME/BbIBUX/CUMBHO BbIBEPHYTbIE HOMW, Ba/lbryCHas AehopMaums nepeoro naastia ctonsb! /
[cKpvBreHVA KOHEYHOCTM BHYTpM / 3a60/1eBaHNe MePBOro M/0CHEe(aaHroBoro Cycrasa.

1epenoMbl, HanpuMep NepenioM M/eYeBoit KOCTM

3a6oneBaHNs, Hanpumep PeBMAaTOMAHBLIA W [OCrrpaBMaTUYeckuini  ApTpos., (KokcapTpos, roHapTpo:
apTposbl (OCTEO0ApPTPWT, KOKCApTPO3, rOHapTpo3), AnabeTuyeckas pedkas apTpoRaTvst Horu, Hora LLlapk

FEI{IBTapaHHOVI KOCTHW, nopjarpa, MeTatapCairnsa

Xuvpypr vnv aCCUCTEHT XMPYpra HeCET)OTBETCTBEHHOCTb 33 Bbl6OP. COOTBETCTBYHOLLMX
WHCTPYMEHTOB.

3. MpoTuBoMNoKasaHus K NpUMeHeHUto. TTo60YHble AeiiCcTBUS.

Bce 06Lume NpoTMBOMOKa3aHMA Ans OPTOMNeAMYecKOro, XMpyprmyeckore-BMeLlaTeIbecTBa A0/MKHbI ObITb

MPMHATLI BO BHUMaHMeE.

DAnneprvis K MeTany 1 NoBbILLIEHHAS YyBCTBMTE/IbHOCTb K Yy>KEPOAHbIM BELLECTBAM
JHepocTaTouHas KOCTHasi Macca M KauyeCTBO KOCTHOW TKaHU

3Cctpas MH(eKUMS
4 Onepauym, Npy BbIMOIHEHUM KOTOPbLIX PUCK MCMO/b30BaHUS MeXaHN31POBaHHOW NbI NepeBeLLnBaeT

MOTEHLIVA/IbHYHO MOMb3Y. VICNoAb30BaHME MEXaH3MPOBAHHON MiAMbl HEAOMYCTMMO NPY HAMYUAPYTUX

00LLYX NPOTMBOMNOKA3aHWI Ans 0pTONeANYECKO XUpyprum.
[MPOTMBOMOKA3aHUA K MMNNaHTaLmN A0MKHbI ObITb COBMIOAEHBI.

MpVIVEPLI NPOTMBOMNOKa3aHUIA HaNPSIMYHO He CBSI3aHbl C HAAIEXALLIMM U NMPaBUbHBIM MUCMO/b30BaHUEM
COOTBETCTBYHOLLMX MEANLMHCKNX U3AENNIA. 30eCb HEOOXOANMO YUNTbIBATb PasNnyHbIe (PakTopbl, KOTOpPbIE
MOIYT GbITh BbISIBMIEHbI M/0GBEKTVBHO OLIEHEHbI TO/IbKO-OTBETCTBEHHbBIM BPayuoOM W/ OREPaTOPOM.

*He CMO/Mb30BaTh UHCTPYMEHTbI HE MO UX Ha3HAYEHMIO.
* 3anpeLLeHo PaboTaTh C MHCTPYMEHTaMU, KOTOPbIE He COOTBETCTBYHOT TPEGOBAHVAM, KOTOpbIE K HUM

MPEeabSBNAOTCS.
- VIHCTPYMEHTbI-CO-CNeAyOWMMUN feteKTaMU, A0MKHbI 6biTb HEME[IEHHO OTOPAKOBaHbI: 3aTyM/EHHOe

WM CIOMaHHOE 7IE3BVIE; 1eiOPMMPOBaHHbIE (HARPUMEP, N30THYTbIE GO CKPYYEHHbIE UHCTPYMEHTDI).

Xupypr vy acCUCTEHT XMpPYpra.HeCyT OTBETCTBEHHOCTb 3a BblGOP COOTBETCTBYIOLLMX
VHCTPYMEHTOB.

Mo60YHble AeACTBAA NPU NPUMEHEHUN UHCTPYMEHTOB HE BbISIBNIEHbI.

Perucrpanus MU B PocagpaBHagzope
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JesB NpegHasHayeHbl 414 OAHOPA30BOro MPUMEHeHUs, MOCTaBNAKTCA B CTGpI/U'IbHOVI YHaKOBKe,
AU3NPOBaTL NOCNE NCMONb30BaHNSA B COOTBETCTBUM C UMEIOLLMMCS B KNTMHUKE PernameHToM.

ACTPYMEHTLI MOTYT MCMO/b30BaTLCSA TONLKO B CI0BOM 060PYA0BaHUM C COOTBETCTBY HOLLWIMMA “ TUMaMu
KanHeHuin: *DePuy Synthes/ Zimmer Biomet, »  Stryker, ¢ Aesculap 3Ti.

CoGrtonaiite TPe60BaHUS UHCTPYKLMM MO 3KCMTyaTalum CUIoBOro 060pyAoBaHus. IchonibayiiTe
LI} Te Ne3Busl, KOTOpPble aaanTyUpOBaHbl A5 BalEro CMI0BOr0 060PYy0BaHNS.

VHCTPYMeHTbI 0/MKHbI ObITh TLLATENIbHO MPOBEPEHbI Nepes MCMONb30BaHUEM, HTOObI 06ecrneyunTb
FOHHO (DYHKLMOHAIbHOCTb. Y6eanTechb, UTO Ne3BUs CTepubHble U MAeaNbHbI € "TOYKN 3PEHUS WX
LUMMECKOro U TUIMEHNYECKOro COCTOSHWUA - CTEPUNbHAA YNakoBKa He HapyLleHa, WHCTPYMEHTbl He
toBpexaeHsl CrnefoBaTe/lbHO, MHCTPYMEHTbI JO/MKHBI ObITb YTUAN3MPOBaHbI, €CAI MUHUMABbHBIA CPOK
(rqoHoCM yxKe NpeBbILLEeH, YNakoBKa BCKPbITa WM NOBPEXAEHA, WM [aHHble Ha 3TUKETKE He YMTaeMbl.
MM [0/MKHbI ObITb 3aMKCUPOBAHbI HACTOMBKO TNYOOKO B HAKOHEYHUK) XMPYPrUYecKor nNunbl,
1HOKOHKO 3TO TOJTbKO BO3MOXHO. J1e3BUSs, KOTOPbIE He BCTaB/eHbl HA UX NOMHYIO A/INHY 320KUMa, CNy>XaTt

*[PUYMHOA MOSIB/IEHNST  3HAYMTENIbHOWM LeHTPOBEXHOM Cuibl M BUbpauun. . Mepes MCNonb30BaHMEM
1&MTECH, UYTO WHCTPYMEHT YCTaHOB/IEH /B KpPEeMnJieHWe B MpaBUbHOM MOJIOXKEHUN W HafEXHO
ajwkcupoBaH. He npegHasHayeH ans 06paboTkM MeTanna, M3beratb/)KOHTaKTa C MeTa//IMYecKUMU
||BCTPYMeHTaMK B mpoLiecce paboThbl. J1e3Bue LO/MKHO NPUBOAUTLCA B AENCTBUE B HaMpasnstoLLeM 6/oke
|y ne3Bwid, JO KOHTaKTa C KOCTbH. -~ TONLMHA N1e3BUA  [O/MKHE 0biTb MeHbLUe LUMPKUHBI MNasa
LUpaBnsAoWwero 6/0ka ona nessus. Fepes ucnonb3oBaHMeM Ha naupeHTe, obecrneynTb CBOGOAHOE U
OeCrpensTCTBEeHHOE [BMDKEHWE J1e3BUSi B HanpaBnsollem 610ke -ans ne3suit. Cnepyet m3beratb
38KWHVBAHAA N1e3BMS, UCMO/Mb30BAHNA €ro B KayeCTBe pblyard’. OTO NPUBOAUT K 4Ype3MepHOMY
HArpeBaHVIO, 3aK/IMHMBAHWIO /1e3BWSA, TEMNOBOMY HEKpPO3y, a Takke K PUCKY MOMOMKW. BO-Bpems
OCLWMPYOLLMX ABVDKEHUI pexKyLine KPOMKM N1e3BUS He LO/DKHbI KacaTbCsl LLab/ioHa, HanpaBAstoLLEero
ona um Apyrux MeTa//IMYeCKMX WHCTPYMEHTOB. 3TO MPUBOAWUT K MNOBPEXAEHWUIO f1€3BUA Un
VHCTPYMEHTOB, & TakKe MPUTYMAEHUIO N1e3BUIA, TPaBMMPOBAHMIO KOCTU 1 OKPYXXatoLmMX TKaHel (B TOM
TaUE HEPBOB 1 KPOBEHOCHbIX; COCY0B). TaKXe YBENIMUMBAETCA PUCK HerpeaHamMepeHHOro obpasoBaHuUs
HETA/VIMHECKON CTPYXKKM.

Boryuae MOIOMKU METANIINMECKMX UHCTPYMEHTOB (hparMeHThbl 1 / UM KOMMOHEHTbI MOFYT 6bITh
0GHAPYMKEHbI C MOMOLLbH) MEAVLIVHCKUX NPOLEAYP BU3yanun3aLum.

HenpaswnbHOe Ncneab30BaHME MPUBOANT K HELORYCTMMbIM pe3y/ibTaTaM U PUCKY MONTYyYEHUS TPaBMbl.
Cnepyet n3beratb U3bbITOYHOIO KOHTaKTHOrO [aB/1EHNA, NOCKO/IbKY 3TO MOXXET MPUBECTU K

MOBPEXAEHNIO NOBEPXHOCTY 3yObEB /1e3BMA
COYUhALLEHMIIO CpaKa CYy>XObl /1e3BUS
* FOOLITOYHOMY Tel1/10BbIAe/IEHNIO

TEPVABHOMY HEKOOBY

MEQETOMY J1E3BIAS!
KMHVBaHVE NE3BIS BHYTPU KOCTM

* |eieHHTenbHOH LwepoxoBaToii U HePOBHOW . MOBEPXHOCTM.

| HeoGxamavo 06ecreUmnTh 0CTaTOUHOE OXNaxaeHne ((PU3KMONorMUYeCKmin pacTBoOp) NPU UCMONb30BAHNN
1{33/1:1 He0CTaTOUHOE OXNaXK/eHNE NPUBOAUT K 3aCOPEHII0 3yBbeB KOCTHOI CTPYXKKOIA, TEPMUYECKOMY

Peructpanuna MH B PocagpaBHagzope
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W03y, COKPALLEHUIO CPOKa CyxK6bl. MpoBepbTe N1e3BUs Ha NpeaMeT NMOBPEXAEHWUIA 1 3aTyreHus
GLEB C MOMOLLBHO YBENUMTENBHBIX NPYG0PoB. OCOBEHHO TLIATENLHO UCCeayiiTe MHCTPYMEHTbI Ha

WDSIJVET.

CKOOB U 3aTYN/IeHNs (CKPYrieHuns) 3yobeB

MOBPEXKAEHMA B 30HE (hriKcaLmm

KPVBYBHbI 1E3BMSA

OBPEXAEHHbIE N1e3BMA (LiapanHbl, BMSITUHbI, TyMble 3y6bs, AethopMaLin) MOryT NPUBECTU K Mepenomy
VCTPYMEHTA M/ HEYAa4YHOMY NIeYeHNIo, HanpuMep, K TpaBme naymeHTa MeTa/l/IM4eCKUMIN OCKOSTKamu,
|ocTaBLLMMICS B 30HE OMepaLui.

HecoGnropeHne aTUxX peKoMeHAaLUnii MOXKeT MPUBECTU K MOJIOMKE MHCTPYMEHTA U NpeacTaBnsATb
co60/1 MoBbIWEHHbI PUCK AN NaljueHTa n Bpada-xmpypra.

5 Mepbl NPefoCTOPOXKHOCTU MPU NMPUMEHEHNMN.

Jle3BnA  npegHasHayeHbl 4719 OA4HOPA30BOr0  RAPUMEHEHWUs, MOCTaBNAKTCA B CTepMﬂbHOVI YMNaKOBK
YTWn3nposaTb Noc/e NCNO/b30BaHUSA B COOTBETCTBYM C MMEIOLLIMMCA B KNTMHUKE PEraMeHTOM.

He 1cnonb3oBaTh MHCTPYMEHTbI, €CIM CPOK FOAHOCTM, YKa3aHHbIA Ha STUKETKe NpoayKTa, 6bi NpeBblLLe
YTIaKOBKA BCKPbITA MMM MOBPEX/EHa, B Cyyae-HepasbopuMBOii MapKMPOBKM UMW KOPPO3uu. He mcnonb3yit'
VIHCTPYMEHT, EC/V OH MOBPEX/EH WM UMEET TYHbIE PEXYLLIME KPOMKN.

VHCTpYMeHTbI MOTYT MCMO/b30BaTLCA TO/IbKO B CUI0BOM 060PYA0BaHNM C COOTBETCTBYHOLLMMU TNaMm
coeaHeHuiA: *DePuy Synthes/ Zimmer Biomel, «  Stryker, ¢ Aesculap:3Ti.

Cobnioaalite 'Tpe60BaHNS MHCTPYKLMIAHO SKCNyaTalum CMIoBOro o6opyaoBaHus. Vcnonb3yite
TONBKO T€ 1E3BUS, KOTOPbIE aAanTypOoBaHb! A5 BaLLEro CUM0BOro 060RY10BaHMS.

Ne3BUs OMKHBI 6bITb 3aDMKCUPOBAHbI HACTONBKO FNYy60KO, HACKOBKO 3TO TO/IbKO BO3MOXHO. J1€3BUS,
KOTOpbE He BCTAB/EHbI HA UX MOMHYHY ANIMHY 38KUMa, CTYXKaT MPUYHON NOSIBEHNS 3HAUYUTEIbHOW
LIEHTPOBEXXHOI CUNbl 1 BUGPaLmK. Tlepea Ncnonb3oBaHeM y6eAUTECh, YTO MHCTPYMEHT YCTaHOBNEH B
KpervieHve B NpaBUIbHOM MOMOXEHNM 1 HaAEXHO 3adMKcpoBaH:-He npeaHasHaueH A1 06paboTKY
METa/a, M36eraTb KOHTaKTa C MET/I/IMYECKMMM MHCTPYMEHTaMI B NpoLiecce paboThbl. J1e3BMe/L0MKHO
MPUBOAMTLCS B AECTBME B HarpaBnstoLeM 6/10Ke Ans Ne3Buid,-40 KOHTaKTa C KOCTbt0. TO/LLHA Ne3BMs
[0/DKHA ObITb MEHbLLE LUMPKHBINIAa3a HanpaBnsAtoLLEro 61oKa s nessus. Mepes UCNOMb30BaHNEM Ha
naLveHTe, 06ecreunTb CBOGOAHOE 1 6eCPensTCTBEHHOE ABMXKEHME NE3BUS B HANPaBNsIOLLEM 610Ke 451s
TE3BAA. 3TO NPUBOAUT K YPEIMEPHOMY HarpeBaHUIO, 3aKMHMBAHMIO N1e3BUS, TEMIOBOMY/HEKPO3Y, a
TaloKe K PUCKY MOMOMKW. B0 BpeMst OCLIMNNMPYHOLLMX ABUMKEHUIA PEXXYLLIME KPOMKMN NE3BUS He AO/MKHbI
Kacathest LLa61oHa, HanpaBNsitoLLEro 6/10Ka UK APYTUX-METaIMUECKNX MHCTPYMEHTOB.“3TO NPUBOAUT K
MOBPEXAEHIO NIE3BUS VAN MHCTPYMEHTOB, a TakXXe NPUTymIeHNo Ne3Bnii, TPaBMMUPOBaHIO KOCTY 1
OKPY>KAOLLWX TKaHel (B TOM YKC/e HEPBOB U KPOBEHOCHBIX COCY/10B). TakxKe YBENMUMBAETCA PUCK
HenpeaHaMepeHHOr0_.06pa3oBaHMs METaNINYECKOR CTPYKKM.

HeunpaannbHoe- MCnonb3oBaHne NPUBOAUT K HEAOMYCTUMbIM pe3ynbTaTam U PUCKY MOTyYeHWst TPaBMbl.
Crenyet n36erarh. M30bITOYHOr0 KOHTAKTHOI Q' JaBNeHUs, MOCKO/IbKY 3TO MOXET.MPUBECTU K:
| MOBPEXAEHNIO MOBEPXHOCTY 3yOLEB NE3BUS
* COKPALLIEHUKO CPOKa CNy>0bl Ne3BUs
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PMa/IbHOMY HEKPO3Y
tOMy Ne3BUS

VMHVBaHVIE NE3BUS BHYTPU KOCTM

[Be>XenaTe/bHO LLIEPOX0BATOM U HEPOBHOMW NMOBEPXHOCTW.

Exommo obecneymnTb oxnaxaeHue ((h13nMonormyeckuii pacTBop) Npu UCMosb30BaHUM NE3BIUS;
NOYHOE OXNaXeHWe NPUBOANT K 3aCOPEHUIO 3yObeB KOCTHOM CTPYXXKOW, TEPMUYECKOMY HEKPO3Y,
1eHMIO CPOKa CyXObl.

CLLEHV/E LIabN0oHa UM NPOCKa/Ib3bIBAHWE Ne3BMA MOXKET MPUBECTU K OLLMOKaM pe3aHus,
OBEpBTe /1e3BYSA Ha MPEAMET NMOBPEXAEHWI 1 3aTyNIeHNs 3y6LI0B C MOMOLLLIO YBENUYWUTENbHBIX

)poB.
BPEXKOEHHbIE Ne3BUA (LlapanuHbl, BMSATWHBI, Tynble 3y6bs, gehopmalmn) MoryT NPMBECTA K Nepenomy

9YMEHTa, Heyjaye fieYeEHUA, HanpuMep, K TpaBMe MauneHTa METaT/IMYECKUMI OCKOJIKaMU,
BLLMMMCA B 30HE onepaunn.

)NacHoe NpVMEHeHVe Mpy  MOBTOPHOM WCMONMb30BaHWM faHHbLIX W3AefMA  He MOXET ObiTh
[fpaHTVipoBaHO MO MpUYKMHE OTCYTCTBUS GE30MACHOCTU W3fenuiA BCNMEACTBUE M3HOca MaTepuana.
(QoBTopHeE  MCMOMb30BaHME OfIHOPA30BOr0  MHETPYMEHTAa MOXET MPUBECT K WHDEKLMPOBAHMIO I

[robpaTvMoMy TpaBMMPOBaHMIO NMauUMEHTa.

|[HBCTpYMEHTBI He CHAGXKEHbI M3MEPUTENbHOW (YHKLIMEA, BHELIHUM WAX BHYTPEHHUM WUCTOYHWKOM
THEPIM W He COAEPXKaT NPOrpaMMHOro 06ecriedeHns. VIHCTPYMEHTbI HE COAEPXKAT HKAKMX KOMMOHEHTOB
NIEKAPCTBEHHbIX CPEACTB, WMHIPEAMEHTOB“-KMBOTHOTO MPOMCXOXAEHWUS AN BELLECTB, MPOM3BOAHBIX 13
UE/IOBEYECKO/ KPOBU. YCTPOICTBA He M3AYYatoT (MOHU3UPYIOLLIEE) U3AYYEHNE U He CO34at0T MarHUTHbIX

(Meii B CBS3U C 3TUM HMKAKUX PUCKOB.HE OXKIMIaeTCs.

HecobntofeHe 3TUX PEKOMEH/ALMIA MOXKET NPUBECTM K MONOMKE UHCTPYMEHTA U NpPeacTaBasThb
CO060I NOBLILLEHHbI PUCK ANS NalMeHTa W-Bpava-xmpypra.

6. TexHun4ecKoe onucaHuennenns.

[lpHHOE MeIVLIHCKOE M3[eNMe.0THOCUTCS K rpynne U3Aenniiias npodeccoHaibHOro UCMo/s30BaHus.

dopiva pabouyeii YacTu:

[MapannensHas.

Pasmepbi:
LLiprHa paboyein yact:.13,0; 19,05; 25 mm.
TonwyHa paboyein vaectu: 0,89; 1,0; 1,19; 1,25; 1,37;-1,47 mwm.

[OnmHa paboyeit yacti:-60,0; 90,0 mm.

PackneLueHHas.

Pasmepb!:

LLinpmHa paboueid vactu: 13,0; 21,0 mm.
TonwyHa pabouder vactu: 1,19; 1,25; 1,47 M.
[OnvHa pabouein yactu: 70,0; 90,0 mMm,

- Xvpypruyeckoe cMnoBoe 060pyfoBaHMe, C KOTOPbIM ncnons3ytotcs MHCTPYMEHTLE 415 BOEMO
PACMPOCTPAHEHHOTO XMPYPrMYECKOr0 CUI0BOr0 060PY10BaHMS C TUMAMU COEANHEHWIA:
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 Aesculap 3Ti
» DePuy Synthes/ Zimmer Biomet
 Stryker

Mpvvep:

e Trauma Recon System, Battery Power Line Il, nponssoautens Oellyit CuHtes, PY ®C3
2012/12800

* Zimmer Universal Power System, npoussogutens 3ummep Cepmkukan CA, PY P3H2013/254

» Sodem ¢ ocumnaupyoLLein Hacagkoin 3ummep, nponssoantenb Cogem AuddyxH C.A. PY ®C3
2007/00643

 Stryker System G, npoussogutenb CTpaiikep VHerpymeHTe. PY P3H 2017/5929

» Acculan 3Ti, npoussogutenib 3ckynan Al'. PY @C3 2007/00666, ¢C3 2007/00665

CoefiiHeHVe C XMPYPrUYECKUM CWOBbIM 0GOPYAOBaHMEM: BCTaBNSHOTCS B Y3€N1 Kpen/ieHus
HaKOHEYHVIKA XMPYPruyYecKoro C1IoBOro 060pyA0BaHNs Ha MakKCUMasbHYO FyB1HY 10 yropa

MpuTynnsemMocTb (M3HALLIMBAEMOCTL/CTaUYMBAEMOCTLY O4HOPA30BOE MPUMEHEHYE

CMelLieHVie 3y6beB - HET CMeELLEHNS
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ApTUKYN

05.003.400S
05.003.401S
05.003.402S
05.003.403S
05.003.411S
05.003.413S
05.003.421S
05.003.422S
05.003.423S
05.003.424S
05.003.425S
05.003.431S
05.003.432S
05.003.433S
05.003.434S
05.003.435S

05.003.442S

Obwwasn
AvHa
(Mm)

84.20
11470

nano
11470
114.20
114,20
114,20
114,20
114,20
114,20
114,20
114,20
114,20
1143
94:20
114,20

114710

[Jonyckn ana
06LLUeR ANNHBI

(Mm)

++0.3
+-0,3

+/-0.3
+/-0.3
+/-0.3
+-0,3
+/-0,3
+/m0.3
+/-0.3
+-03
+4),3
+/-0.3
+/-0.3
+/-0.3
+/-0.3
+/+0,3

+/+0.3

OnvHa
paboueii
yacTtu

(mm)

60,00
90,00

90,00
90,00
90,00
90,00
90,00
90,00
90,00
90,00
90,00
90,00
90,00
90,00
70.00
90,00

90,00

LLnpuHa

onyc <

A A%MKHbe"nH PEXYLLEN

paboyein yactn pigg?ﬁ”
(Mm) (Mn)
+/-0,3 13.00
+/-0,3 13,00
+/-0.3 19,05
+/-0,3 25,00
+/-0.3 13,00
+/+0,3 25,00
+/-0,3 13,00
+/-0,3 19.05
+/-0,3 25,00
+/-0,3 13,00
+/+0,3 21,00
+/-03 13,00
+/-0,3 19.05
+/-0,3 25,00
++0,3 13.00
+/-0,3 21,00
+/-0,3 19,05

Tab6nmnya 1. TexHnuveckume xaparrrcpnTlrrmkmnlp'mOnucn «

Pasmepbl (+/- MM)

Jonyckn gns
LUMPWHBI

pexyLLei
pabouyein yactu
(Mm)

+-0.2
+-0,2

+/-0.2
+-0,2
+/-0,2
+/-0,2
+-0,2
+/-0,2
+/-0.2
+/-0,2
+/-0,2
+-0,2
+/-0[],
+-0,2
+/-0,2
+/-0,2

+-0,2
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TonwmHa
pexyLLeii
KPOMKM
paboyei

yactm
(mm)

0,89
0,89
0,89
0,89
1,00
1,00
1,19
119
M9
1,19
119
1,25
125
1,25
1,25
125

137

[Jonycku ana
TONWMHbI
pexyLuen
KPOMKM
paboueii yacTu
(Mm)

+/-0.02
++0,02
+-0,02
+/-0,02
+/-0.02
+-0,02
+/-0,02
+1-0,02
+/-0,02
+/-0.02
+/-0,02
+/-0.02
+/-0,02
+/-0.02
+/-0,02
+/-0,02

+/-0,02

TonwuHa
NnesBus, He
BK/tOYas
CMELLIEHHYIO
KOHCTPYKLMIO
3y6a (Mm)

0,89
0,89
0,89
0,89
1,00
1,00
119
1,19
1,19
1,19
1,19
1,25
125
us
1,25
125

137

no;»nmu

Jonycku ans
TOJILLMHbI
ne3Bus, He

BKHOYasA
CMELLIEHHYO

KOHCTPYKLMIO

3y6a (Mm)

+/-0.02
+/-0,02

+/+0,02
+/-0,02
+/-0,02
+/-0.02
+/-0.02
+/-0,02
+/-0,02
+/-0,02
+/-0.02
+-0.02
+/-0,02
+-0.02
+/-0.02
+/-0,02

+/-0,02

dopma
paboueii
yacTtu

MapannensHas
MNapannensHas
MNapannensHas
MNapannensHas
MapannensHas
MNapannensHas
MNapannensHas
MapannensHas
[MapannensHas
Paek3elLieHHas
PackreLleHHast
MapannensHas
MapannensHast
MapannensHas
PackneLueHHas
PackneLLieHHas

MapannensHas

Martepuan

Hep>kasetoLLian
cTasb

HepxasetoLLigs
cTanb

HepxasetoLLias
cTanb

HepxasetoLLigs
CT3/b

HepxasetoLLias
cTa/lb
HepxasetoLLigs
cTa/b
HepkasetoLLas
CTa/lb
Hep>kaseroLLias
CTa/lb
HepxkasetoLLias
cTab
Hep>kasetoLLan
CTa/lb
Hep>kasetoLLan
cTa/b
HepxasetoLLiasa
cTa/lb
Hep>xasetroLLiga
cTasb
HepxasetoLLan
cTasb
HepxasetoLLan
CTa/b
Hep>xasetroLLiga
cTasb

Hep>xasetroLLiga
CTW1b

Mapka matepuana

1.4031Mo/1.4028Mo
1.4031Mo/1.4028Mo
1.4031Mo/1.4028Mo
1.4031Mo/1.4028Mo
1.4031Mo/1.4028Mo
1.4031Mo/1.4028Mo
1.4031Mo/1.4028Mo
1.4031Mo/1.4028Mo
1.4031Mo/1.4028Mo
1.4031Mo/1.4028Mo
1.4031Mo/1.4028Mo
1,4031Mo/1.4028Mo
1.4031M0/1.4028MO
1.4031M0/1.4028MO
1.4031Mo/1.4028Mo

1.4031Mo/1.4028Mo



_AJ]A.443S
JAN3.4518
_AAAAB2S
JAN3.453S
_AN03.454S
°A'n3.500S
J1Jr3.5218
A3.5238
_AN3.524S
_AA3.5258
_AA533S
_AJN3.5348
_"3.53SS
_AA3.553S
JIN3.5548
_AA3.703S
_113.721S
_AA3.723S
_An3.733S
_AN3.734S
_AN3.7358

AN3.7538S

11470
114,20
114,20
114,20
94,20

92,10

122,20
122,15
122,20
122,20
122,15
102,15
122,15
122,15
102,15
117,70
117,70
117,70
117,70
11770
117,70

117,80

+/-0,3
+-0,3
+-0,3
+/-0,3
+/-0,3
+/-0,3
+/-0,5
+/-0,5
+/+0,5
+/-0,5
+/-0,5
+/-0,3
+/-0,5
+/-0,5
+-0,3
+-0,3
+-0,3
+0,3
+-0,3
+/-0,3
+-0,3

+-0,3

90,00
90,00
90,00
90,00
70,00
60,00
90,00
90,00
90,00
90,00
90,00
70.00
90,00
90,00
70,00
90,00
90,00
90,00
90,00
90,00
90,00

90,00

+/-0,3
+/-0,3
+/-0;3
+/-0,3
+/-0,3
+/-0.3
+/-0,5
+/-0,5
+/-0,5
+/-0,5
+/-0,5
+/-0,3
+/-0.5
+/-0,5
+/-0.3
+/-0.3
+/-0,3
+/-0,3
+/-0,3
+/+0:3
+/-0,3

+/-0,3
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25,00
13,00
19,05
25,00
13,00
13,00
13,00
25,00
13,00
21,00
25,00
13,00
21,00
25,00
13,00
25,00
13,00
25,00
25,00
13,00
21,00

25,00

+/-0.2
+/-0,2
+/-0,2
+/-0,2
+/-0,2
+/-0,2
+/-0,2
+-0,2
+-0.2
+/-0,2
+/-0,2
+/-0,2
+/-0.2
+/-0,2
+/-0,2
+/-0.2
+/-0,2
+/-0,2
+/-0,2
+/-0,2
+/-0,2

+-0.2

187
147
147
147
147
0,89
119
119
119
1,19
1,25
1,25
125
147
147
0,89
119
119
us
125
125

147

+/-0.02
+/-0,02
+/-0,02
+/-0,02
+/-0,02
+/-0,02
+-0,02
+/-0,02
+/-0,02
+/-0,02
+/-0,02
+/-0,02
+-0,02
+-0,02
+/-0,02
+/-0,02
+/-0,02
+/-0,02
+/-0,02
+/-0,02
+/-0,02

+-0.02

1,37
147
147
147
147
0,89
119
119
1,19
1,19
1,25
1,25
125
147
147
0,89
1,19
119
1,25

1,25

147

+/-0,02
+/-0,02
+-0,02
+/-0,02
+-0,02
+-0,02
+/-0.02
+/-0,02
+-0,02
+-0,02
+-0,02
+-0,02
+/-0,02
+-0,02
+-0,02
+/-0,02
+/-0,02
+-0,02
+/-0,02
+/-0,02

+-0,02

MaocannensbHas
MNapannensHas
[MapannensHas
[MapannensHas
PackneLueHHas
MapannensHas
MapannensHas
MapannensHas
PacknelLieHHas
PackrieLLieHHas
MapannensHas
PacknelLieHHas
PackneLueHHas
MapannensHas
PackneLueHHas
MapannensHast
MapannensHas
MapannensHas
MapannensHas
PacknelueHHas
PacknelueHHas

MapannensHas

cTanb
HepxasetoLLas
cTanb
HepxasetoLLigs
CTab
HepxasetoLLas
CTa/b

HepxasetoLLigs
CTa/b

HepasetoLLas
cTanb

Hep>kasetoLLias
CTa/b

HepxkaBetoLLias
CTa/b
Hep>kasetoLLan
CTa/b

HepxasetoLLias
CTaNb

HepxasetoLLiasa
cTaib
Hep>kasetoLuast
cTaib
HepxasetoLLas
cTasb
HepxasetoLLiga
cTaib
Hep>xasetoLLiga
CT&b
HepxasetoLLas
cTasb
Hep>kasetoLLast
cTasb
HepxasetoLLas
CTasib
HepxagetoLLan
CTa/b
Hep>xasetoLuast
CTasib
HepxasetoLLas
cTasb
Hep>kasetoLLast
cTasb

1.4031Mo/1.4028Mo
1.4031Mo/1.4028Mo
1.4031Mo/1.4028Mo
1.4031Mo0/1.4028Mo
1.4031 MO/1.4028MO
1.4031Mo/1.4028Mo
1.4031Mo/1.4028Mo
1,4031Mo/1.4028Mo
1.4031Mo/1.4028Mo
1.4031Mo/1.4028Mo
1.4031Mo/1.4028Mo
1.403IMO/1.4028MO
1.4031Mo/1.4028Mo
1.4031Mo/1.4028Mo
1.4031Mo/1.4028Mo
1.4031Mo/1.4028Mo
1.4031Mo/1.4028Mo
1.4031Mo/1.4028Mo
1.4031Mo/1.4028Mo
1.4031Mo/1.4028Mo
1.4031Mo/1.4028Mo

1,4031Mo/1.4028Mo






Tnn xBoCTOBUKA

Aesculap 3Ti

DePuy Synthes/
Zimmer Biomet

Stryker

Homep XBOCTOBUKA
B apTuKyse

Tabnunua 2. TeXHUYecKe XapaKTepCTUKN XBOCTOBMKOB /1€3BUN

O6pasey apTukyna LLlepoxoBaTtocTb TBepAocCTb
P 4 ap y MaTepunan xBoCTOBUKA P

WHCTPYMEHTa (Ra) (HV)

H
05.003.723S epxasetojan crafs 0,315-0,532 510 - 580

1.4031Mo0/1.4028Mo

He aBerlwas Cta
05.003.4225 pxaselowas cranb 0,315-0,532 510 - 580
1.4031M0/1.4028Mo

05.003;521S Hepxaselolyan crale 0,315-0,532 510 - 580
NG 1.4031M0/1.4028 MO ' '
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N306paxeHne
XBOCTOBUKA

Aesculap* Acculan 3Ti

OePuy SyrAhes/ Zirtimer*

Stryker*



7. TpeboBaHMA K 0OXpaHe OKpY>XXaloLen cpesbl

//Boerve He HECET OMACHOCTU /1S OKPYXKatOLLEN cpeapl.

3KOMOrMYecKne pUCKN MeULUHCKUX U3AENNIA:
COOTBETCTBYHOLLWIX BUSHUIA HET.

8. [e3nHdeKuus, YnCcTKa U cTepunmsaumns

Jle3Ba npefHasHayeHbl AN 04HOPA30BOro MPUMEHEHWUS, MOCTaBNAKOTCA B CTGpI/I}'IbHOVI YMaKOBKE.
YTnn3npoBaTh Noc/e NCnosib30BaHNs B COOTBETCTBUM C UMEOLUMCSH B KNIMHUKE PernamMeHToM.

9. CTtepubHOCTb

Vispenna ctepunnsoBaHbl MeToAoM ramma pagnaumm VDmax™*. CTepununsauma OCYLLEeCTBNAETCA B
COOTBETCTBUM TpeboBaHMAM ISO 11137-2:2013.

BnuaHve TeXHONOrMyeckux npoL,eccoB (BKﬂ}Ol-IaFI CTepmnmsau,mo) Ha XapaKTeEPUCTUKN MaTepmnasioB U
JKCnnyarayMoHHbIE CcBOICTBa OTCYTCTBYET. rlpe,ﬂ,yCMOTDEHHbIVI MEeTOo/ CTeEpUNMN3aLNN He HapyLLaeT ero
6e30MacHoOCTb 1 JKCnnyaraynoHHbIE XapaKTEPUCTUKNA.

IpoLecc cTepunmu3aLy BaMayMpoBaH 1 NOABEPraeTcs TeKYLLEMY KOHTPO/KO, 0 YeM CBMAETENbCTBYET
OTYeT Mo Ba/MAALMN CTEPUNM3ALN.

W3penund, noctasnsemble CTepUnbHbIMU, RoMeyatoTcs cumsosiom “CTEPUIbHO’ ISTEHUm
WN3penna TpebyeTcs n3BfekaTb M3 YMNaKOBKM B acenTUUYecKMX YCnoBusX. Mpon3BoauUTeNlb He MOXET
rapaHTUpOBaTb CTEPUIbHOCTb, ECNIN BENOCTHOCTb YMAaKOBKN HapyLUeHa WM yrnakoBka Oblna BCKpbITa
HenpaBWIbHO, M He HeceT OTBETCTBEHHOCTM B MNOJOGHBLIX 06CTOSTENbCTBax. B AaHHOM cryyae
VHCTPYMEHTbI JO/KHbI ObITb YTUM3MPOBAHbI B COOTBETCTBMM C BHYTPEHHUM 3aKOHOLATE/IbCTBOM. PP
(CaHlunH 2.1.7.2790-10). Knacc onacHOCTU MeAMLMHCKMX 0TX0A40B b.

10. MprMeHsieMble MeXAyHapoAHble CTaHAaPThbI.

WN3penus  «J1e3Bus  OCUANNMPYIOLLMEe  CTEPUbHbIE OAHOPAa30Bble [N 3HAOMPOTE3VPOBAHNS»
COOTBETCTBYIOT TPEGOBaHNAM C/IeAYHOLLVX CTaHAAPTOB:

DIN EN ISO 13485
DIN EN ISO 10993
DIN EN ISO 11137
DIN EN 1SO 14971

11. YBejOMNEHUE 0 HeXxenaTeNbHbIX CO6bIT|/I9IX/I'IpOVICUJeCTBVIF|XI

060 BCEX CEPbE3HBIX WHLUMAEHTAX, CBSA3aHHbIX C [aHHbIM W3AENVMEM, CreayeT coo6LiaTh
MPOVI3BOAMTENIOM HALIMOHAILHOMY KOMMETEHTHOMY OpraHy.

12. ¥npaBneHve puckamu

Llenbto ynpaBneHns puckamu IBNSETCS ONpeaenieHrne, MOXET /N NPOLIECC YNpaBieHNs puckammn y
MPOVBBOAYTENA YCTPAHWUTb WM YMEHbBLUMTb PUCKM, HAacKO/IbKO 3TO BO3MOXHO, MPWHATH Mepbl MO

CHMEHAO PUCKOB, KOTOpble He MOryT ObiTb YCTpaHeHbL M vHJIOPMAROBATL NoMb3oBaTeneli 06
OCTaTO-HbX PUCKAX.
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Cuctema ynpaeneHus puckamu komnavum Gebr. Brasseler GmbH & Co. KG npefHasHayeHa ans
BbISB/IEHVS1 OMacHOCTEN, CBA3AHHbIX C YCTPOWCTBOM/ MPOU3BOACTBEHHBLIM MPOLECCOM U (OLEHKM
CBA3aHHbIX C HAMW PUCKOB, A1 KOHTPOA 3TUX PUCKOB, W CNEXeHNs 3a 3NMEKTUBHOCTLIO KOHTPONA Ha
MPOTSKEHWM  BCEro Cpoka Cny6bl — u3genus. [poBefeHve aHaM3a PUCKOB, OLIEHKM - PUCKOB
HauYMHaeTCa B NpoLecce NPOEKTMPOBaHUA U Pa3paboTKn. OPHEKTUBHOCTL KaXAOro YCTPOWCTBA, MO
OTHOLLEHVIO K 3TWM U NOObIM HenpeaBuAeHHbIM PUCKaM, KOHTPONMPYeTCH KakK 4acTb CUCTEMbI
MeHe[PKMeHTa KayecTBa KomnaHuuM Gebr. Brasseler GmbH & Co. KG u© ee nporpammbl
MOC/1ENPON3BOLCTBEHHOIO KOHTPO/IA.

cnonb3oBaHne mnpouecca MeHeMKMeHTa pUCKa OTBeyaeT TpeboBaHWAM MEeXyHapOAHOro

cTaHgapTa ISO 14971-2007.

13. TMpaBuna xpaHeHNA U UCMOMIb30BaHUA

VIHCTPYMEHTbI yNakKoBbIBAKOTCSA CTEPUBHO.
Ycnosus XpaHeHus:
[Mepes Mcnosib30BaHMEM MHCTPYMEHTbI [O/KHBIXPaHUTLCA B OPUTMHA/IbHOI YMaKOBKe, BAanM OT
MPAMbIX COMTHEYHbIX fTyYeid, NblK, BNaru, UICTOYHNKOB NOBTOPHOMO 3arps3HeAns 1 BbICOKOM
TeMrepatypbl. He XpaHUTe MHCTPYMEHTbI B OfIHOM KOMHATe C peareHTamMmm ¥ XUM1KaTamu.

"B ce paboTbl C 3arpsA3HEHHBIMU UHCTPYMEHTAMW CeflyeT BbLUOMHATbL TOMbKO'B 3aLLMTHbLIX NMepyaTkax.

Ycnosys akcnayatauum:

Temnepatypa: oT +5®C o +45°C

OtHocuTenbHast BRaXkHocThb: 0T 30% A0-80%

VIHCTpyMeHTbI CeflyeT XpaHUTb B CyXOM COCTOSIHUM Nnpy TemnepaType ot -50°C go +50°C u

BnaxHoctn oT 10 fo 95%.
VIHCTPYMEHTbI C HapyLLEHHOW CTEPUILHOM YNaKOBKOW, a TakXKe MOBPEXAEHHbIE MHCTPYMEHTbI

HEME/TEHHO A0/MKHbI ObITb 0TOPaKOBaHbI.
14. MapKunpoBKa MegNLMNHCKOro usgenna
B MeanLMHCKOM 13aenmm UCHoAb3yeTca CrefytoLlas MapKUpoBKa:

Tabnuua 3. MapKunpoBka MeUUNHCKOro U3aenns.

1 ~s~p /KaTaNOXHbI HoMep / He ucnonb3oBatb NOBTOPHO
1 ILOTI /kop-napTun BHumaHune
Perynupyetcsa EBponelickum
1  SIERILEIR |npoctepunn9o»aHo paguaunei 3aKoHoZaTeNIbCTBOM: MapKupoBka
c Cwm; cooTBeTcTBUA CE
BHUMaHue. B cooTBeTCTBUN C
thbegepanbHbIM 3aKoHoaatelbcTeoM CLUA
1 He ncnonb3oBaTtb ec/iM ynakoBka nospexjeHa Rx O1|y npogaxka
AAaHHOro ycTpoiicTBa [JorfycKaeTcs TONbKO
Bpa4yom M60 No HasHayYeHo Bpaya.
1 M1 MpownssoauTens o Konunuectso
1 1pBTa U3roToBNeHNs Vicnonb3yembli MaTepuan
" Mcnone3osatk A0... as, dopmat nnpusi-koga GS1
G_LI C06/1KMaTbh UHCTPYKLMIO MO NPUMEHEHUIO DIST AucTtpubbioTop
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1B KomMmniekT nocTaBKuU

KCTPYMEHTbI MOCTaB/IAOTCA B CTEPU/IbHOM YNaKOBKe M0 1-i LUTYKe B YNakoBKe C MHCTPYKLyel Mo
p{eHeH0 BHY TP YNaKoBKM.

16 Y nakoBKa MeAunLMHCKOro U3aenius

[maKoBKa cTepumM3oBaHa MeTOAOM ramma paguauum VDmax25.

38/ YNaKOBaHbl B CTEPU/IbHYHO YNAaKOBKY M0 1-0M LUT. ¥YNakoBKa COCTOUT W3 BHELLHErO
nakoBouHoro Matepmana GC1 (kapToH “Incada Silk”, 260 r/ M), KOTOPbIA BK/IHOYAET B CEOS
MaKoBaHHbIE B 61MCTep ne3Bums (pasmep ynakoBku: 103 x 204 MM.), U ABOHOW CTEPUIbHON

3bEPHO CUCTEMBI (BHYTPEHHSS 6mcTepHas ynakoBka pasmepom 170 (£0,5 mm) X 50 (£0;3 Mm) MM
([Hapy»xHast 6nMcTepHas ynakoBka pasmepom 200 (£0,5 mMm) x 95 (20,3 Mm) MM).
Marepviar, 13 KOTOPOr0 U3rOTOB/IEHA BHYTPEHHSAS B/IMCTEPHAA YNakoBKa - Npo3payHas-mneHKka
PA/PEM 70/90 n ynnoTHUTeNbHas nneHka Ecopet P 400.
Mearepvian, U3 KOTOPOro U3roToB/ieHa BHELLHAS 6/IMCTepHasn yrnakoBKa - npo3payHas bimctepHas
eHka PETG / Pentamed® MD-EGO0R01-51G8850-100_0-ZZZ w ynnoTHuUTeAsHasA nneHka Tyvek

1073B/HCW CR27.
NQTUKeTKa byMaxkHas - nncyas 6ymara 6enoro Lgera
QooK COXpaHeHWst CTEPUIbHOCTM COCTaBNAET MakeMyM 5 neT OT JaTbl MPOU3BOACTBA, YKa3aHHON Ha

YTIAKOBKE.
HCTPYMEHTBI 0/MKHbI GbITh YTUAN3MPOBAHB; €C/IN MUHUMASTbHBIV CPOK FOAHOCTU YIKe

MPeBbILLEH, YNAKOBKA BCKPbITa UM NMOBPEXAEHA, UN JaHHbIE HE YATAEMbl.
"[ocrie BCKPbITUS YNAKOBKU MHCTPYMEHTa UAEHTUDUKALIMOHHbIE STUKETKIA [O/MKHbI ObITb 106aB/EHbI B

MEAULIMHCKYHO KapTy MaLueHTa.

KKaxxoli ynakoBKe npuiaraeTcs MctoBKa-Bknagpiw (MHCTpYKUMS RO, NPUMEHEHUIO).
TexHnuyecKune xapakrepuctmkm PA/PEM 70/90

o EanHnub
1 CsoucTtBa 3HayeHna M3MepeHIs MeToz
e DIN 53370
TonwwHa 160 (+ 10 %) (BbluMCNIAIETCA CpPEnHee
apuhmeTYECKOE)
MnoTHoCTb 162 (+ 8 %) rim™ ISO 2286-2
PekoMeHAyeMbliA Anana3oH o TecT, NPOBEAEHHbIN
> 125 C .
repmeTumsaumnm nocTasLukem Siidpack
23°C, oTHOCUTENbHAA
KuncnopogonpoH1LaemocTb nN=11 emVi3a fieHb 6ap BnaXXHoCTb 50 %
DIN 53380
38°C,.0THOCUTE/bHASA
Ea%OaHMU'aEMOCTb BOAAHOTO </=4 r/M" 3a fIeHb BIXKHOCTb 90%
ASTM F 1249
LLInpnHa CmoTpu 3aKa3 MM SPO
[VHa KaTyLKn CmoTpwn 3aKas M SPO
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TexHu4yeckue xapaktepnuctnku Ecopet P 400

EovHULBI

CBoiicTBa 3HaueHuns MeTof
N3MepeHns
VKM DIN 53370
MonuwwmHa 400 (£ 5 %) (BbluMCNIAETCA CPELHee
apugmMeTUYECKOE)
MnoTHoCTL 516 (8 %) /v I1SO 2286-2
PeKOMeH/yeMbIin Anana3oH o TecT, NPOBEAEHHbIN
> 120 C
repmeTv3aLmm nocTasLukoM Sudpack
23°C, oTHocuTeNNbHasA
KvicnopofonpoHuLaemMocTb <10 CWYM 3a ieHb 6ap BNaXXHocTb 50 %
DIN 53380
38®C, 0OTHOCKTENbHaSA
ITa%ZHMU'aeMOCTb BOAAROTO <5 r/M* 3a ieHb BiaXKHOCTb 90%
ASTMF 1249
LLinpnHa CmoTpm 3aKa3 MM SPO
[nHa KaTyLKn CmoTpu 3aka3 M SPO

ASTM F1249 =aaHfgapTHbIA MeTo4 onpefenedns CKOpoCcTM NPOoNycKaHWsa BOASHOro napa yepes naacTMKOBYH
NAEHKY ¥ NAEHKY C UCMOb30BaHNEM MOAY/UPOBAHHOTO MHpaKpacHOro gaTyuka.

SPO =ogHOTOYEeUYHOE CMeLeHNne

TexHnyeckme xapaktepucTnkn PETG / Pentamed® MD-EGO00OR01-51G8850-100 0-ZZZ

CpoiicTBa CraHpapTt EAMHLb! 3HayeHnA
N3MepEeHNA
TonwyHa DIN 53370/1SO 4593 MKM 200 ... 1200
[MNOTHOCTb DIN EN ISO 1183-2 r/em® 1,26... 1,30
DIN EN 1SO 527
MpoyHOCTbL Npu CKOpPACTb mcnbiTaHna V50 Mm / MIa He MeHee-40
PacTsHXKEHUU, MUH. MUH, ©3MepsieTca Mo 4/VHe, B
3aBYCMMOCTW OT TO/LLUMHBI
MpouHoCTs Mpk DIN EN SO 8256
He meHee 300
yhapHOM N3MepseTcs Mo A/IMHe i/ wrt
PaCTSHKEHUN, MUH.
VICAT- DIN EN ISO 306 o % o
Temneparypa n3MepsieTca B Macne, Metoa.B/50
pas3mArvyeHms
Jonyck no wupu-e DIN 53570 MM -1l
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CBoiicTBa

OcHoBHast Mmacca

Bec nokpbITua

O6wwas macca

Mpo4YHOCTL Npu
pactskeHun (MD?)
npoAosbHoe
Mpo4yHOoCTL Npn
pactsxkenun (CDM)
ronepeyHoe
ConpoTusneHne
pasaupaHuio
(MD*) npogonbHoe
ConpoTtuBneHue
pasaupaHuio

(CD") nonepeyHoe

B03/1yX0npoH1LLaEMOCTb

MpoYHOCTbL LLBA

LLnpurHa wsa

Peructpaung MU B PocagpaBHagzope
www.nevacert.ru | info@nevacert.ru

MeTopg
I1SO 536

ASTM F2217:02

ISO 536

ISO 1924-2

ISO 1924-2

ISO 1974

1SO-1974

ISO 5636/3

ASTM Fs8s8
ISO 11607-1

HiynakoBKe MHCTPYMEHTOB yKa3aHa cieytoLLas UHAopMaLms:

3Ha4yeHune

75 (+ 4 %) 1w

13.2 rpamv™”
MwuH. 12.6 rpamm™
Makc:14.8 rpammv*”

88.2 (x4 %) rpamm~

7.6 H/mm
MwuH.: 6
Makc: 9.2
8.2 H/mm
MuH.: 6 H/Mm
Makc.: 10.4 H/mwm
3425 mH
MwuH.: 2135 mMH
Makc: 5160 mH
3514 mMH
MwuH.: 2313 mH
Makc: 5160 mH
140 MA.MUH.™
MwuH.: (90 MA.MUH.™
Makci 560 mn.MuH."™*

He meHee 4H /25mm
5 (0/+ 1Mm) Mm
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d~ (f) DePuySynthes
<\WEWHIW

( OePuySynthes .

fiorotTnn n Ha3BaHUE“KOMIMaHWUK, AN KOTOPOU U3rotaB/inBatoTCA MHCTPYMEHTDI

/JACMONN

SAW BLADI __Ha3BaHMWe TOProBOil MapKu, KoTopas pacrnpocTpaxseTcs Ha Bce ne3sus DePuy
Synthes, NpeaHasHayveHHbIe 419 NPOBEAEHNS OnepaLuii No PEKOHCTPYKLWM CyCTaBOB.

- KaTa/I0XKHbI HOMeEpP

Es3- Homep napTum

Oscillating Saw Blade -
forDePuy Synthes® /Zimmer® _ Ha3BaHWe UHCTPYMEHTA W TUNa COeAUHEHNS XUPYPrUYEcKOiA

CUCTEMbI, C KOTOPOI NCMO/b3YETCA UHCTPYMEHT
- pa3avepbUHCTpYMeHTa: 90 - AnrHa paGoyein yacTu, 13 - WMpKHa peXxyLLen
paboyeit YacTu, 1,19 - TonwmHa Ne3Bus, He BK/IKOUas CMELLEeHHYH KOHCTPYKLMIO 3y6a

101)140L111921B«B 0s1

(t1}1»«0a(17)240M1(10)61WM - GSl LquVIX‘KO.q

157 - KonNMuecTBOLITYK B yNaKoBKe

EHE MNCMNOJIb30BaThb €C/TN YNMaKOoBKa NoBpeXXaeHa

A - CVIMBO/1.YKa3bIBaeT Ha HEOGXOAUMOCTb /1 MO/Ib30BATE/S 03HAKOMUTLES C BaXKHOI
VMHChopMALIMel-B MHCTPYKLMK NO NMPUMEHEHIAIO, TAKOI Kak NpeaynpeXxaeHns i mepb
MPEAOCTOPOXKHOCTY, KOTOPbIE, MO PasHbIM NPUUMHAM, He MOTYT 6bITb Pa3MELieHbl Ha MEAVLIUHCKOM

VROET,
H_Ll4\/1 o o
- aTa, Nnoc/ie KOTopoii MeanLIMHCKOe YCTPOMCTBO 6ObLUE He MOXET MCMO/b30BaThCs

Pernctpanua MH B PocagpaBHamsope
www.nevacert.ru | info@nevacert.ru



>||\4d)
P - JaTa N3roToBfieEHNA

NATP " ormeTka 0 TOM, UTO JaHHbIN MPOAYKT MPOCTEPUAN30BAH pagMaLmel

TONbKO A4 04HOPa3oBOro NPUMEHeEHMA

® . CYMBOJ1 «0bpaTUTECh K PYKOBOZLCTBY MO 3KCM/yaTaumm»
Qly _oTtmeTtka o Tom. ®efiepanbHOe 3akoHogaTenscTBo (CLLA) orpaHmymnBaeT Npogaxy 4aHHOro
CTPOIACTBa Bpa4oOM MM MO 3aKa3y Bpaya

- GS1 ABYMepHbIi MaTPUYHbINA KOf,
Thlymbot* flloMwy )e provkM
MOtftNe- fitMruetlen forum—— _ grucaHMe CMMBO/OB YKa3aHO B MHCTPYKLUMM MO NPUMEHEHMAIO

1jtl) 1408M1»178M
{11)1M409

- MaTepuan, 13 KOTOPOro U3roToBMEH UHCTPYMEHT ~ HepyKaBetoLias CTasb

- 310 npocToit TekeT GS1 koaa..Kopf yKasbiBaeT Ha Hally 6a30Byto nepemuHyto UDI
| YHVKaNbHYHO MAEHTU(MKALMIO YCTPOMCTBA:

INMLECOOWMOVKITAV  LT: Y1l ojarmp]LLiochkdVl
NeChiALiRi T O ant
M: Owiiltrand* MntWng* O
IN OMNIttInf»>tw»i«dt U: Ocu WiH}>y»<<tM’|€'IHAKl7IM nosoTMo
> wdtvieomfia 6 CXBATAE TV
[305 IK: Om1k#clplkn”ii
;WIlalianoiiHii JUMitanpMivwtf SL: O«clHr«|»6ia t~ Sxt

(]II““(I El:
] 0 m k> IV: 0*e»*rwKIx«E|~d

0OV

aAVIMIa  Tib I«linimhUN#*r«btm’
w  OCacfuUmnd od NLi OmyLL NKY'broM iciot pHy

MWz

- MH(hopMaLs .0 Npou3BoanTENE

- Ha3BaHMEe MHCTPYMEHTa Ha Pa3HbIX A3blKaxX

- CXemMaTn4dHoe VI306pa)KeHI/Ie NHCTPYMEHTA

- 0TMETKa 0 Ha/muum ceptTudnkata CE

- Ha3BaHMe ANCTpPNbLIOTOPa

m - Ha3BaHwue ancTpmbbioTopa B CLUA

]Nk“lB/‘NH- —CTpaHa NnponssoanTesb

Ha 6/11MCTepe,-B KOTOPOM HaxXOAMTCS MHCTRYMEHT, YKa3aHa CreaytoLlas MHGopMaLms:
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Ma™1E

- KaTa/oXHbIN HOMep

- HOMep NapTuK

1%
o 444)' fata n3rotosneHuA
N

GO [iaTa, nocne KOTOpoi MeAVLIMHCKOE YCTPOCTBO 60/IbLLE HEIMOXET MCMO/b30BaThLCA
1?ISW? 8

- GS1 ABYMepHbIA MaTPUUHBIA KOZ,

%‘9317M*
- 910 npocToii TekeT GS1Koga. Kop ykasbiBaeT Ha Hawly 6a30Byto nepsunyHyo-UDI
YHUKa/IbHYH MAEHTUDMKALMIOYCTPOICTBA.

& DePwySynttes _norotun y-HassaHve KOMMaHWUK, 415 KOTOPOW U3roTaBIMBatOTCA MHCTPYMEHTbI

Ha pyccKos3bIYHOA-3TMKETKe YNaKOBKM MHCTPYMEHTOB YKa3aHa creaytoLas nHhopmMauys:

Perucrpanus MU B PocagpaBHagzope
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WNHCTp4Ne Tl Ana aHpgo TenupoBaHusa: ne»une

Oiﬂll’lﬂnlﬂ( !ee CTBpMﬂEHOe g,quba3o»>e

PewcTp™MoHHOE yAOCKUK™MKHME: Ne .
M(>><)BOAT ) «i’e@)
BIG T 253 i e G
gO
Gmyv

Yruxdveessi npeaotaout povegaares 000

«vegTecr<ovoan» Pooorm, 123181 rMvies,

in Krace 1-1-193 et +7(4%6175/B81

Ceraroaleqvem

KOWECTRO LTy yrBKRiE: 1
HYeearaLLps

Lrmraveromertim ov Hayrekere
Vorusaoeams g W le yrakoae
JpHTLLIHCTOYVEHT SIBTRETCH GIVIAKKV TATIVIOM

[0/ VBB NMVKIMTTTIB VETOYKMTD
bl a0 A, 5
REF

- KaTa/10KHbI HOMep

- QR-KOA 3TUKETKM

- TO/IbKO A/11 04HOPa30BOTO NPUMEHEHUA

STERIbE R - OTMETKa.0 TOM, 4TO ,ﬂ,aHHbIVI MPOAYKT NMPOCTEPUNIN30BaH pa,qmau,meﬁ
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Jlorotnn v Ha3BaHWe KoMnaHuu, AN KOTODOVI n3rotTaBnmBaeTCca MHCTPYMEHT

MpofonbHble Nasbl U 0TBEPCTUS A1 BbIBOAA

TBEPABIX YACTUL, TonwuHa pexyuen Tekl40/lornyekcne oTBEPCTTM A4/15 YMEHbIMEHNA
paboueii vacT BUGpaummn

Lkana ana onpegeneHns
rny6uHbl paspesa

Tvin coegmnHeHns
LWnpuHa

90 ™M1

/

L nuHa pa6oueii yactun

WnpuHa n annHa paboyeii yacTu:
0'- wnpuHa 13 MM, gnnvHa 60 Mmm
1-wupunHa 13 mm, gnnHa 90 mm
2 - wupuHa 19 mm, gnvHa 90 Mm

3 *wunpunHa 2S mm, AnnHa 90 MM

4 ' wnpuHa 8,0/13,0 mm, gnimHa 90 mm
05 ] 003 -4238 5- wupuHa 13,0/21,0 MM, gnnHA 90 MM

Cepus Tnn coeguHeHUA: TonuwuHa pexyuie
4 - DePuy Synthes/Zimmer Ppab6oueii yactu:
Biomet 0-0,89 mm
5 - Stryker 1*1,00 Mm
7 ' Aesculap3rt 2-1,19 Mm
3-1,27 mm
4-1,37 mm
5-1,47 mm

Pernctpanna MH B PocaopaBragzope
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LLinpmHa paboyeit  TonumHa pexxyLueii pa6oyeii yactu (Mm) Tun O603Ha4eHMne

yacTb (Mm) COeiVHEHUSA T™Mna
COefIMHEHNS
Jl 5«A 0,89 mm- 09 ! -Agi_c;ulap
i A !
1,00 mm- 10
m 4-
DePuy Synthes/
Zimmer/Biomet
uomm- 12 I 5-
Stryker
t.27 mm- 13
K37 mm- 14
1,47 mm- 15

J 05.003.4005
05.003411S
05.003.422S
05.003.435S
05.003.443S
05.003.454S
05003 - cepwus
4-Tun coegmnHeHust:-DePuy Synthes/ Zimmer Biomet
01 2;3;4; 5-ToAlMHapexyuen yactn-0,89;-1,00; 1,19; 1,27; 1,37; 1,47 Mm
Q1 2; 3; 4; 5-_wmnpurHa n gnnHa paboyeri YacTit,.(CM. pacLLUM(POBKY Ha CXEME:BbILLIE)
_S-cTepunbHo

Q5.008500S

Perucrparuas MU B PocapgpaBuanzope
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05.003.533S

05.003.535S

05.003.554S

05.003 - cepus

5- Tn coefnHeHus: Stryker

0, 2; 3; 5- TONUMHa pexxyLein yactn - 0,89; 1,19; 1,27; 1,47 Mm

0 1 3; 4; 5- wupuHa n gnnHa paboyeid Yactu, (CM. pacLLMppPOBKY Ha CXeME BblLLE)
S- cTepunbHO

05.003.703S

05.003.721S

05.003.734S

05.003.735S

05.003.753S

05.003 - cepus

7- 1N coeguHeHns: Aesculap 3Ti

0;2; 3; 5-TonuwmnHapexyuen yactn-0,89; 1,19;1,27; 1,47 mm

1 3; 4; 5- wupnHa n g/inHa paboyein yactu, (CM._pacLLUM@POBKY Ha CXEME BbILLIE)
S- cTepunbHO

fwm —
JO- i -—

ro

LLInpnHa paboyeir’ yactu ne3sus U3MepsieTcs no BHeLLUHeMY Kpato ABYX KpaliHUX3Y0ObeB
MakcvmanbHas FaybuHa, Ha KOTOPYHO SIe3BMe MOXKET NPOHUKaTb B KOCTb

TonwmHa pexyliein paboyein YacTn N3MepseTCA-M0 PexyLLemMy Kpato

TonwmMHa Ne3BUs, He BK/IKOUas CMELLEHHYHO KOHCTPYKLMIO 3y6a

I =

TpaHcnopTHast yrnakeBKa:
YMaKoBKa, UCMO/b3yeMas As TPAHCMOPTUPOBKIA, ROAGUPAETCS MHAMBIAYANbHO A1 KaXKA0ro 3aKasa.
O6bIYHO MCMONB3YETC TONPUPOBaHHBIV KapTOH:/Pa3mep TpaHCMOPTHOM YNaKoBKM 3aBUCUT OT 06beMa

rpysa.
BHacTosLLEe-BpeMst JOCTYMHbI CeyHoLLVE PasMepbl KAPTOHHbIX KOPOBOK:

Peructpanua MU B Pocagpasnapgsope
www.nevacert.ru | info@nevacert.ru



1Xx103x53
Xx120x80

0x140x90
IOX190x 130
230 x 125
:0x 280 x 230
a3x400x250
MOx460xLL
e0x620x460
S)x300 x 290

100 185x 290

MapKMpOoBKa HaHOCUTCS TO/IbKO HA.CaMy YNakKOBKY MHCTPYMEHTOB. Ha TpaHCMOPTHOI YMaKOBKe HET
LLELa/IbHON MapKuUpPoBKK. ocne TOro Kak NpoAyKLUms yrnakoBaHaHa habprke, TpaHCNOpTHas
YTIAKOBKA OCTOPOXKHO 3aKPbIBAETCS M. 00eCTeUMBAETCA SAP/bIKOM OIEPeBO3Ke rpy3a 1 JOKYMeHTamMi Ha
FPaHCropTVPOBKY. 3aTeM YynakoBaHHas NpoayKLums nepefaeTcs HEPeBO3UMKY M OTNPaBNseTCs
3aKABUVIKY.

17. YcnoBusA TpaHCNOPTUPOBKU
I VIHCTpyMeHThI «J1e3Bre ocuMnInpytoLLiee cTepuibHOE 0AHOPA30BOE A1 IHA0NPOTE3NPOBAHNA»
TPaHCMOPTUPYHOTCA BCEMUW /BUAAMW TPaHCNOPTa B KPbITbIX TPaHCMOPTHbIX CpeAcTBax, B COOTBETCTBUM
GAENCTBYHOLLYIMM Ha JaHHOM BMAe TpaHCnopTa npaBmiami, NepeBo3oK npu Temnepatype.ot -50°C ao
+0RC 1 BnaxkHocTn ot 1040 95%.
VHCTpYMeHTbI He JO/MKHbI BCTYNATb B NPSIMO KOHTAKT-C OFHEM U BOAON, 0COBEHHQ_C.y4eTOM WX
YTaKOBKN.
YnaKoBaHHble CTEPUAILHbIE MHCTPYMEHTbI 0/XKHbI GbIThb 3aLLMLLEHbI OT NbIX, BNaXKHOCTU 1
BO3MOXXHOCTW 3arpsA3HEHNS B NPOL,ECCe TPAHCMOPTUPOBKM U XPaHEHNS.
HeT HYKaKux apyrx creumanbHbIX YCI0BUIA XpaHERUS, TPAHCNOPTUPOBKN UM UCHO/b30BaHNS,
KOTOpble A0/KHbBI 6bITb PACCMOTPEHDI.

18. CpoK cyKobl

QoK COXPaHEHSt CTEPUIILHOCTI COCTaBASIET MaKCUMyM 5 IeT OT laThl NPOV3BOACTBA, YKa3aHHOI Ha
YTaKOBKE

MoHLparb 11 dyHKLYOHEBHESA MPoBEKa:

Perucrpatma MU B8 Pocagpasramzope 39
www.nevacert.ru | info@nevacert.ru



HCTPYMEHTbI, MEIOLLIMe CnefytoLLme AeteKTbl, JO/MKHbI ObITb HEMEIEHHO 0TOPAKOBaHbI:
* [Jedopmauuu (Hanp., MOrHyTble/3aKpyYeHHbIE UHCTPYMEHTbI)
» Koppo3uitHas NoBepXHOCTb

QUVEHIVOOBO-HBA YacToTa OO 30B8H/HESBAL

E3BMA NpegHa3Ha4veHb! A1 04HOPa30BOro NPUMEHEHNS:
QIHAONERALYH HA QOHOM MaLyieHTe

)iHOpa30Bas npoaykums (MapKMpoBaHHasA 3HaKOM ® ) He fo/MKHA ObITb MCNOMb30BaHa/MOBTOPHO!

IMOBTOPHOE MCMO/b30BaHME TaKoW NPOAYKLWN BefleT K BO3HUKHOBEHMIO PUCKa MH(MLMPOBAHNS 1
6e30MacHOCTb NPOAYKUMM 6onee He MOXET ObITb rapaHTUPOBaHa.

19. YTnnusauma n yHUUTOXEHNE

| YTunusauma npuilefmnx B HErogHoCTb MHETPYMEHTOB NPOUCXOAUT B COOTBETCTBUM C BHYTPEHHUM
BKoHopatenscteoM PP (CaHlNlMunH 2.1.7.2790-10). Knacc onacHOCTU MeAULMUHCKMX 0TX0L0B b.
lMoTeHUMaIbHO MHMLMPOBaHHbIE, 320CTPEHHbIE 1 OCTPble MPeAMETbI AO/HKHBLI ObITb YTUNN3MPOBaHbI B
O[IHOPA30BbIX KOHTENHEPAX.

20. MapaHTUM N3roToBUTENA

flonb3oBaTenb HeceT OTBETCTBEHHOCTL 3a NMPOBEPKY M3AeNMs Nepep, MCronb30BaHWEM Ha MPUrOAHOCTb
MBO3MOXHOCTb MCMO/b30BaHMSA MO LIeNEBOMY HasHayeHUto. Monb3oBaTeNlb HECET OTBETCTBEHHOCTL 3a
VICNO/Mb30BaHME MHCTPYMEHTOB. B Cryyae HEOCTOPOXHOCTU CO CTOPOHbI MO/b30BATENs, KOMMAAHUS
Gebr. Brasseler 4aCTUYHO MW NOMTHOCTBIO OTKA3bIBAETCS OT OTBETETBEHHOCTY 3a 1060 BO3HMKAOLLMIA
yliep6, 0CO6EHHO, eC/IN 3TO CBS3aHO C HECOG/IOAEHMEM HALLMX PEKOMEHAALMIA MO UCMO/Mb30BaHMIO UK
npeaynpeXxaeHnii, a  Takke “‘HemnpegHaMepeHHbIM — HeHaaaeXalMM  NPUMEHeHWst €O “CTOPOHBI
rorb30BaTeNs.

ACornacHo  06WYM  MONGXKEHUAM W YCNOBUAM MPOL@KY rapaHTUiiHble MNPeTeH3UN 3aKa3uuka,
AB/IAIOLLIEroCa KOMMeEPYECKUM MpeanpuHUMaTeniem, BCTYMatOT B CUTy C MOMEHTa MOCTaBKM TOBapa u
AENCTBYIOT B TeUeHne ogHero (1)roga.

"apaHTWIAHBIA CPOK XPAHEHUS - CPOK COXPaHeHUs CTEPUILHOCTY COCTaBNSET MakCUMYM 5 neT oT aatbl
MPOM3BO/ACTBA, YKa3aHHOMW Ha ynaKoBKe.

o Bonpocam KadectBa obpawatbesi K OO0 «MeaTecTKOHCaNTUH».

Apgpec: Poccus, 123181, r. Mocksa, yn. Kynakosa;.4. 1,kopn.1, ke. 193

TenedoHbl: +7 (495) 750-29-01, +7 (903) 729-77-14

An.noyta: > medtestconsult@mail.ru

OpI'aHI/I3aLI,VIFI-VI3I'OTOBVITeﬂb
«[e6p. bpaccnep» Mm6X 1 Ko, KI, Mepversy Gelr. Brasseler GmbH & Co. KG, Trophagener Weg

A 3657 lengo, Gamay, lei: HM90)261 10 faxk +HA0S561 701-230, edrail:
infoorasdler.ce

Moanuck, neyatb

Pernctpanus MH B Pocagpaerapgzope
www.nevacert.ru | info@nevacert.ru



NPUIOXKEHMWE K 3asIBNEHNIO O FOCYAAaPCTBEHHON PerncTpaLmy MeAnLIMHCKOro Usaenms

«J1e3BMe oCUMNNIMpPYIOLLLEE CTEPUNBHOE 0HOPA30BOE /15 3HA0NPOTE3NPOBAHNA»

[BapuaHTbl UCNOMHEHUS:

)5.003.400S; 05.003.401S; 05.003.402S; 05.003.403S; 05.003.41 IS; 05.003.413S; 05,003.421S;
15.003.422S; 05.003.423S; 05.003.424S; 05.003.425S; 05.003.431S; 05.003.432S; 05.003.433S;
'15.003.434S; 05.003.435S; 05.003.442S; 05.003.443S;705.003.451S; 05.003.452S; 05,003.453S;
05.003.454S; 05.003.500S; 05.003.521 S; 05.003.523S; 05.003.524S; 05.003.525S;:05:003.533S;
05.003.534S; 05.003.535S; 05.003.553S; 05.003.554S; 05.003.703S; 05.003.7218;:05.003.723S;
05.003.733S; 05.003.734S; 05.003.735S; 05.003.753S.

Il. O9kcnnyaTauMoHHas JOKYMeHTaLWs:
I - VIHCTpyKUMA NO NPUMEHEHUIO

Mognucek, neyaTb

Pernctpamnua MU & PocagpaeHanzope
www.nevacert.ru | info@nevacert.ru



Ha pmpmeHHoMm 6naHke Komet / KomeT

MpunoxeHne Ne 2 - YNOAHOMOYEHHbIV NpeacTaBuUTeNb

NHcTpyKumA
Mo NPUMEHEHUNIO U3[eNN MeANLUHCKOIO HazHavYeHUs

«Jle3Bue ocuuImpyroLee cTepunbHoe 04HOPa3oBoe A1 3HA0MNPOTE3NPOBAHNS»
MpounsBoacTea Gebr. Brasseler GmbH & Co. KG, Germany / l'ebp. bpacchep 'm6X u
Ko. KI, l'epmaHus

MpunoxeHune 2 (Ana Poccniickoin degepanmn)

NMHPOPMALIMA OB YNOJIHOMOYEHHOM MPEACTABUTEJIE B OTHOLWEHNA
OBPALLEHNA MEANLINHCKUX U3AEANI B POCCUW:

O6LwecTBO C OrpaHNYeHHO 0TBETCTBEHHOCTLIO «MeaTecTKoHcantuHr» (OO0
«MepaTecTKOHCaNTUHI»)

Appec: Poccuna, 123181, r. MockBa; - yn. Kynakosa, 1, kopr. 1, athuc 193
TenedpoH: +7 (495) 750-29-01, +7(903) 729-77-14

e-mail: medtestconsult@mail.ru

HacTosiwee npunoXxeHue ABAAETCA HEOTbEM/IEMON YaCTbi AOKYMeHTa «/HCTPYKUus
Mo NPUMEHEHUIO N3AENVIA MEQULMHCKOIO Ha3HaveHs «Jle3sue ocunnampyrolee
CTepW/IbHOE OAHOPA30BOoe AAs 3HAONPOTE3MPOBaHMA» MponssoacTea Gebr. Brasseler
GmbH & Co. KG, Germany/ [ /ebp. bpaccnep 'mé6X wu Ko:/KI, l'epmaHus.

Gebr. Brasseler GmbH & Co. KG /'ebp. bpaccnep Tm6X un Ko. KI
I. lemro, 20.04.2020

/Mognuce/
Knayc Pto6e3ameH
Ynpasnswowmii AupeKTop

LLTamn KomMnaHwuu:

Gebr. Brasseler GmbH & Co. KG /T'ebp. bpaecnep N'm6X un Ko. KI
TponxareHep Ber 25 - 32657 r. Jlemro

n/a 160-32631 r. Jlemro - 'epmaHus

[lepeBof C HEMELIKOro A3bika Ha pyCCKMVI A3bIK

LWramn:
HacTtosuwmm s nogTBepyXKaato, YTo npeacTosiias poTOKONUA COOTBETCTBYET OpUTrMHaY.

22 aHBapsa 2021 r.

/Mognrvics/

HoTapuyc

Meuvatb HoTapuyca: AHapeac Pés / HoTapuyc B T. Jlemro

Peructparnua MU B Pocagpasranzope
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[MepeBqa, [AHHONO TEKCTA Bb MYHEH NEeBqIHVKOM a1 viHL MJEHVOOM AreKCaH 0B/ HEM
L

Poccuiickas ®egepauyms

MNopos MockBa.

JecAaToro eBpansg ABe TbicA4N ABajLaTb MepBOro roja.

A, OeliHeko Jllogmuna BanepueBHa, BPEMEHHO MCMOMHANOWAA 00583aHHOCTM HOTapuyea ropoga
MockBbl  [pOKOLLEHKOBO EneHbl EBreHbeBHbl, CBWMAETENbCTBYHO MOAMHHOCTL) MOAMNMCK
nepesogynka KpannvHa JeHnca AnekcaHaposuya.

Moanuck caenaHa B MOEM MPUCYTCTBUMN.

JlnyHocTb NognucaBLLEr0 JOKYMEHT YCTaHOB/IEHA.

3aperunctpupoBaHo B peectpe: Ne 21/86-H/77-2021=
YnnayeHo 3a coBopdieHe He avarsHorogelicteums: 400 py6. 00 kon.

MpoLuHypoBaHo, nncT(<a;-0B).

eNHEKO

Pernctpanus MU B Pocampasramsope
www.nevacert.ru | info@nevacert.ru
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,*Symbols to be used with medical

i supplied - Part 1: General

ie manufacturer's catalogue

jntified.

jfacturer's batch code so that the

licates a medical device that has

.2.8: Indicates a medical device that

ilamaged or opened.

ledicat device manufacturer, as
'EEC and 98/79/EC.

jsthe date when the medical device

te after which the medical device is

ndicates the need for the-user to

dical device that is intended for one

ingle procedure.
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RU
CumBonbl n3 1SO 15223-1: sgenua megnuymnHckune. CUMBObI, NCNOJIb3YyEeMbI€ Ha

3TUKeTKax MeANLMHCKUX U3genui, B MapKnMpoBkKe U B I'Ipe,CI,OCTaBJ'IﬂeMOVI

nHpopmaunmn. Yactb 1: Ob6wme TpeboBaHUA

KaTasnoxHblii Homep, ApT. Ne, 5.1.6: YKa3biBaeT HOMep MeAULUHCKOTO U3genns no

KaTasiory npomssoguTtesnia, 4to no3BosideT I/I,quTI/Iq)VILLVIpOBaTb MegunumnHCKoe mnsagenve.

Kopg naptuun, Apt.Ne 5.1.5: YKa3blBaeT Ko napTum nNpoun3BOAUTESIA, YTO MNO3BOAAET

naeHTUUUMpoBaTL NAPTUIO UN NOT.

MpocTepnnunsoBaHo paguaumnein, Apt.Ne 5.2.4: YkasbiBaeT, YTO MegULMHCKOe nsgenve

6b1/10 NPOCTEPUIU30BAHO pagmnaumei

He ncnosk3oBaTh ec/iM ynakoska nospexaeHa;-ApT.Ne 5.2.8: YKa3biBaeT, 4TO gaHHoe
MeANLNHCKOe n3genive HeMb3si UCNOMIb30BaTh B C/lyvae NOBPeXXAEHHOW NN BCKPbITON

yNnaKoBKN.

Mpowunssoantens, ApT.Ne 5.1.1: YKa3sbiBaeT Npon3BoauUTeNIA MeJULNHCKOro n3aenmns B

cooTBeTCTBUN € anpekiusamm EC 90/385/EWG, 93/42/EWG n 98/79/EG.

[aTa nsrotoBneHus;/ApT.Ne 5.1.3: YKa3sbiBaeT gaTy, KOrgan6b1/10 U3roToBeHo

MeauuuHCKoe nsgenuve.

Vicnonb3oBaTb Ao, ApT.M™ 5.1.4: YKa3blBaeT gaTy, Nocjle. UICTe4eHUss KOTOPOi nsgenve

He 00/1>)KHO OblTh MCMNO/1b30BaHO.

Cob6ntopaTe UHCTPYKLUUIO MO NpuMeHeHnto, ApT.Ne:5.4.3: Yka3biBaeT Ha

HeOﬁXOAMMOCTb ANA nosib3oBaTtens 06anJ,aTI:CH KVWHCTPYKUMN MO NPUMEHEeHNIO.

He ucnonb3oBaTtb NOBTOPHO, ApT.Ne 5.4.2: YKa3blBaeT, UTO MeANLUUNHCKOe nsgenve
npefgHasHayeHo A1 04HOPa30BOro NPUMeHeEHUs, UM ANA NPUMEHEHNA Ha O4HOM

nauneHTe B TeueHVe OLHOW npoueaypsbl.



BegL Fotokopit

(|) DePuySynthes
mtmK tolrren-oi»Hn ooV

Distributor/uncTtpubbloTop:
Synthes GmbH - EinmattstraRe 3
4436 Oberdorf - Switzerland

Irer |

Distributor In Russia:
LLC Johnson & Johnson, 121614, Russia, Moscow, 1
ul. Krylatskaya, d. 17, bldg.2, tel: +7(495)5807777

AncTtpnbbroTop B Poccuu;

000 «[>KOHCOH & [I>)KOHCOH», 121614, PoccusA, T.
MockBa, ysa. Kpbinartckas, .17, kopn.2, Ten:
+7(495)5807777

Manufacturer/MNpoun3ssoanTtens:
Gebr. Brasseler GmbH & Co. KG ISTERILE Ir]
Trophagener Weg 25, 32657 Lemgo -

Germany/repmaHus

Phone: +49 5261 701-0

info@brasseler.de

www.brasseler.de

Authorized Representative in Russia:

LLC MedTestConsulting

Russia, 123181, Moscow, ul Kulakova, 1-1-193
Phone: +7 (495) 750-29-01, +7 (903) 729-77-14

medtestconsult@mail.ru

ABTOpPM30BaHHbI MNMpeacTaBUTENL B Poccun:
OO0 MepnTecTKoHCanNTUHI

Poccusa, 123181, Mocksa, yn.;Kynakosa, 1-1-193
TenecoH: +7 (495) 750-29-01, +7 (903) 729-77-14

medtestconsult@mail.ru

Registration certificate:
RZN no valid from ....to ...... PeruvcrtpaunoHHoe
yYpoctoBepeHue:

P3H Ne,..cpok geictBus c...40...

©Gebr. Brasseler GmbH & Co. KG

M
IFU#-Rev#., C€o,.
(&/> Instructiens for use.
Oscillating.saw blade, sterile, disposable, for o
Endoprosthetics v
Ciw) WHCTPYKLMS NO NPUMEHEHNIO.
XK

Jle3Bue ocuunnmnpyrouee ctTepusibHoe

oHOpa30BOe ANl 3HA0NPOTE3MPOBaAHUS

Perucrpamua MU B PocagpaBramsope
www.nevacert.ru | info@nevacert.ru

EN

Symbols out of ISO 15223-1:"Medical devices - S’
device labels, labelling and information to be su
requirements

Catalogue number, Ref. no. 5.1.6: Indicatesthe n

number so that the medical device can be identil

Batch code. Ref. no.,5.1.5: Indicates the manufac

batch or lot can be“ldentified.

Sterilized using irradiation. Ref. no. 5.2.4: Indica
sterilized using irradiation.

Do not use if package is damaged. Ref. no. 5.2.

should not be used if the package has been da

Manufacturer, Ref. no. 5.1.1: Indicates the rm
defined in EU Directives 90/385/EEC, 93/42/E

Date ofimanufacture. Ref. no. 5.1.3: indicates

was manufactured.

Use-by date, Ref. no. 5.1.4: Indicates the date

not to be used.

€onsult instructions for use. Ref. no. 5.4.3: In

consult the instructions for use.

Do not re-use. Ref. no. 5.4.2: Indicates a med

use, or for use on a single patient during asir



er to consult the instructions BHumaHune, ApT.M° 5.4.4: YKa3blBaeT Ha HEO6X0AMMOCTb A1 NOSib30BaTend
s warnings and precautions 03HAKOMUTbLCSA C BaXXHOW MHOpMauuei B MHCTPYKLUW NO NPUMEHEHMIO, TAKOW Kak
in the medical device itself. npegynpexgeHus n mepbl NPefoCTOPOXKHOCTU, KOTOpPble, MO Pa3HbIM MPpUYNHaM, He

MOTyT ObITb pasmeweHbl Ha MeANLUUVUHCKOM nsgenunn.

ity Perynupyetcss EBponeiickumMm 3akKoHoAaTebCTBOM: MapKupoBka cooTBeTcTBusi CE

Heperynupyembiii CMMBOJI:
le by or on the order of an OCTOpO>XHO: B cooTBeTCcTBUM C hepdepanbHbIM 3aKkoHogaTenbcTBoM CLUA npogadka

OAaHHOro ycTpolicTBa A0MYCKaeTCsl TO/IbKO BpayoMm /iM60 Mo Ha3HavyeHuto Bpayva.

Heperynupyemsbiii cumMBOnA: KonmyecTso

Heperynvmpyemblii CUMBOJT; NCMOAb3YEMbIi MaTepuan

dopmart wrTpux-koga GS1

Heperynupyemblii cumBoa: AUcTpubbroTop

MaTtepunan: Hep>kasejouwas cranb

Ha3sHaueHne:
lant site, work on bones or VHCTPYyMEHTbI UCAOAB3YIOTCA A1 NOATOTOBKW MecTa ANd nMmnnaHTaunn, ans
jre. Oscillating saw blades 06paboTKn nnu pacnuia KocTn B COOTBETCTBUN C BbIGPaHHOW npoLueaypoil.
)prosthetics. The Ocumnnupyrouwmue nessns npegHasHadeHbl 418 06pa6oTKU cTonbl / KOeHHOoro /
led medical professionals TaszobegpeHHOro cycTaBoB Mpu 3HAONPOTE3NPOBAHUN . IHCTPYMEHTbI UCMOMb3YOTCA B
s conducted by duly onepaunoHHbIX KBanupunpoBaHHbIMY MeAULMHEKUMWN crieyuanmctammn (Xmpypru,

OpTOI'Ie,D,bI). YecTaHoBKa ne3Bus nposoanTcs KBal'IVICbVlLI,VIpOBaHHbIM MegULUVNHCKUM

ites oscillating movements. nepcoHanom (accuCTeHTbl Xupypra).

Ne3Busi APUBOAATCA B ABUXKEHUE CUCTEMOW CUADEO 060pyf0BaHUs, KOTopas

lapes of working part reHepupyeT ocUNNNNPYIOLWNE ABUXKEHUSA.
different connection types Jle3BUSA.BbINyCKalOTCA B pasHbIX pa3mepax v 'popmax paboyer yactn (napannenbHas
Ti). The thickness of the saw UNn/packneleHHas) ¢ OCTPbIMU PeXyLWwnMn.3y6baMN 1 C pas/iMyHbIMU Tunamu

coeguHeHnin (DePuy Synthes/Zimmer Biomet, Stryker, Aesculap 3Ti). TonwmnHa ne3snsa

BapbupyeTcs B npegenax 0,89-1,47 mm

FlokasaHuA:
paration of bones according MoaroTtoBka mMecTa A8 MMnAaHTauuy, o6paboTka nanm pacnus KoCcTu B COOTBETCTBUN C
intended for treatments in Bbl6paHHOW npoueaypon. Ocunnnupytoume nes3snsa npegHasHadyeHbl A8 .06paboTkun

cTonbl / KOMIEHHOTo / Ta306e4pEHHOrN0o CycTaBoB Npu aHAONPOTEe3MPOBaAHNN.

NMpoTnBOonoKasaHud;

3lves risks outweighing the -Onepauyun, NpM KOTOPbIX:MCAONb30BaHNE MeXaHN3NPOBAaHHOW f/ibl CONPSAXEHO C
ed if any other puckKoM, nepeselwlMBaeMblM)NOTEHUMANBbHYO NOMbL3Y. He gonyckaercsa ncnonb3oBaHne
ery in general. MeXaHW3NPOBaHHOW NMUAbENPU HATNUYNK NOBLIX APYTUX 06WMX NPOTUBONOKa3aHUi
:ted. ANs opToneAnYecKol Xnpyprun.

- MpoTMBONOKa3saHMs K-MMnaaHTaunm Ao/MKHbl 6biTb COGTH4EHbI.

Perucrpatma MU B8 Pocagpasramzope
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MAT

GS 1

DIST

Caution, Ref.no. 5.4.4: Indicates the need for the user t
for use for important cautionary information such as wv

that cannot, for a variety of reasons; be presented on tl

Regulated by European law: CE-marking of conformity

Non-regulated symbol:
Caution: Federal law (USA)-restricts this device to sate |

physician

Non-regulated symbol:-Quantity
Non-regulated symbol: Material used
Barcode: GSI| format

Non-regulated symbol: Distributor
Materiai:/Stainless steel

Purpose:

The instruments are used for preparation of the Implar
separation of bones according to the chosen procedure
areintended for treatments in foot / knee / hip endopi
instruments are used in operating theatres by qualifier
(surgeons, orthopaedists), installation of saw blade isc
qualified medically trained users (surgical assistants).

The blades are driven by a power system that generate

The saw blades are available in different sizes and shat;
(parallel or flared) with sharp cutting teeth and with dii
(DePuy Synthes/Zimmer Biomet, Stryker, Aesculap 3Ti)

blades varies between 0,89 - 147 mm."

Intended use:
Preparation of the implant site; work on bones or sepai
to the chosen procedure. Oscillating saw blades are intt

foot/knee/hip endoprosthetics.

Contraindications:

- Operations In\which the use of a motorized saw invoh
potential benefits. A motorized saw should not be used
contraindications apply that prohibit orthopedic surgen

- The contraindications of the implant must be respecte



handpiece/power systems
met, Stryker, Aesculap 3Ti.
>lyinserted and locked in its
Gallic objects must be
guide and before contact is

'that of the slot in the sawing

must be assured.

>re use to ensure full

)e discarded after the

i must be observed,

gments and / or components

ation VDmax25.
date is exceeded, the
>te markings.

wealth record, hospital record

ginal packaging and away

ontamination and high

temperature of -50“C to

nsport in covered vehicles, in
)le to this type of transport
From 10 to 95%o.

Hapgnexauiee ncnonb3osaHue:

- icnonb3oBaTb cM0BOE 060PYJ0BaHUNA TOTLKO C COOTBETCTBYOLWMUMU TUNnamm
coegunHeHuin: DePuy Synthes/Zimmer Biomet, Stryker, Aesculap 3TI.

- Mepe ncnosb3osaHnem y6eanTech, YTO MHAPYMEHT yCTaHOB/IEH B KpenjieHne B
npaBuU/IbHOM MOIOXKEHUN U HafEeXXHO 3adUKCUpPOBaH.

- He npegHasHavyeH gna o6paboTku meTasina, nsberatb KOHTaKTa C MeTa/l/InyecKnmmn
MHCTPYyMeHTamun B npouecce pa6oThbl.

-/le3Bue AO/DKHO NPUBOANTLCA B AelicTBMe y / B Hanpasnswouwem 6510Ke AN Ae3Bnii,
[0 KOHTaKTa C KOCTbI0.

-TonuwmHa ne3sns fo/KHA 6biTb MeHbLUE WMPUHBbI Nasa Hanpasnstowero/6na0ka Ans
nessus.

- O6ecneuynTb CBO6OHOE N 6eCNPenAaATCTBEHHOE ABUXXEeHWE /Ie3BUS BHanpasnstow,em
6510Ke aNnsi Ne3Buii.

=lepes ncnonb3oBaHNeM TWATENIbHO NPOBEPUTL NMHCTPYMEHT Ha NOAHYO
HYHKLMOHaNbLHOCTb.

-lesBue ocumnnupytouee npeaHasHa4yeHo To/IbKO A1 04HOPa30BOTO NPUMEHEeHUs.
He ncnonb3osaTtb NOBTOPHO. ¥YTUAN3MPOBATb NOC/E NCMO/Ib30BaHUS.

-CobnopaTtb TpeboBaHUS MHCTPYKLUN MO 3KcAyaTaunm cnaoBoroo6opyaoBaHus.

- Benyuae nonomku metannnueckux nHcTpyMeHTOB chparmeHThl 1 / Y KOMMOHEHTbI

MOTYT 6bITb 0GHaPY>XXEHbI) C MOMOLLbIO MEAVULNHCKUX NpoLeAYp)BM3yanmsaymn.

YnakoBKa:

- HacToAawmnii MHCTPYMEHT CTEPU/IBHO yNaKoBaH.

CtepunusosBaHbl-MeToa0M ramma pagnaumn VDmaxZ$s

- NHCTpYMeEHTBIA0/KHbBI 6bIThb YTUNN3NUPOBAaHbI, €eC/AINMUHUMAabHbI CPOK TOA4HOCTU
y>e rnpesblilteH, ynakoBKa BCKpbITa UM NOBpeXX4eHa, Uin AaHHble Ha 3TUKeTKe
HeynTaeMmsl.

- Mocne BekPbITUA YNAaKOBKU MHCTPYMEHTa NAEHTUPNKALNOHHbIE 3TUKETKU [0/1>KHbI

6bITb A00aB/IeHbl B MEANLIMHCKYIO KapTy nauuneHTa.

XpaHeHue, TpaHCNOPTUPOBKA N NCNOJIb30BaHNeE:

Mepep ncnonb3oBaHNeM MHCTPYMEHTbI AOMKHbI XPAHUTLCA B OPUTMHaIbHOM’
ynakoBkKe, BAaNn OoT NPAMbIX COMTHEYHbIX AyYeli, Nblaun, BNaru, NCTOYHNKOB NMOBTOPHOIO
3arps3HeHNs N BbICOKOW TemnepaTtyphbl. Ycnosus
Ikcnnyartayuu:

Temnepatypa: o1 +5'C go +45*C

OTHOCUTeNnbHasa BAaXKHOCTL: 30% 0-80%

NHCTPYMEHTbI crieqyeT XpaHUTb B'€YyXOM COCTOSAHMUN Npu Temnepartype oT.-50*C go
+50*C 1 Bna>kxHocTu oT 10 go 95%.

YcnoBusa TPaHCMNOPTUPOBKN:

NHCTPYMEHTbI TPAHCNOPTUPYIOTCA BCEMW BUAAMWN TPaHCNopTa B KPbIThbIX
TPaHCMNOPTHbIX cCpeAcTBax, B:COOTBETCTBMU C AeWCTBYHOLWMMM HA AAHHOM Buae
TpaHcnopTa npaBunamu NepeBo3oK npu temnepartype ot -50*C go +50“C n B1axxHOCTH
oT 10 go 95%

Perucrpanua MU B PocagpaBHamsope
www.nevacert.ru | info@nevacert.ru
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Proper use:

- Instruments may only be used in the. appropriate h;

with connection types: DePuy Synthes/Zimmer Biom

- Prior to use, make sure that thesinstrument is safel’

proper position.

- Contact of the saw blade with metal and other mel

avoided.

-The saw blade should be actuated in / at the saw g
made with the bone.

-The thickness of the saw blade must be inferior to!
template.

- Free mobility of the saw blade in/at the template n
-The instrument should be carefully inspected befoi
functionality.

- Single-use only. Do.not re-use. Instruments must hi
operation.

-The instructions for use for the power system used
- In case of breakage of the metallic instruments frag

can be located. by medical imaging procedures.

Packaging:

-The present instrument is sterile packed.

- Sterilization was placed by means of gamma irradia’
-The‘instruments need to be discarded if the expiry i
packaging is opened or damaged or in case of illegibli
- The patient labels must be added to the patient's h(

etc. after initial opening.

Storage, transportation and usage:

Prior to use, instruments must-be stored in their origi
from direct sunglight, dust, maisture, sources of recoi
temperature.

Operating conditions:

Temperature: +5"C to +45*C

Relative humidity: 30% .to 80%o

The instruments should:-be stored in a dry state atate
+50“Cand humidity of(10 to 95%.

Transportation conditions:

The instruments are-transported by all modes of tranf
accordance with the rules of transportation applicable

at a temperature from -50*C to +50'C and humidity fn



use for leverage. This
thermal necrosis, fracture,
with the template, guiding
ting movements. This
unting of the blades, injury
d wessels). This also

)S.

ds to a damage to the
:essive heat, thermal

iside the bone and an

e of the product cannot be
>ate a risk of
ibie injury of the patient,

h bone chips, thermal

can lead to cutting

> bent instruments) can
silure, such as the patient

>perative area.

ilunt cutting edges,

d on the product label has

in case of illegible

d during use.

jnction or an external or
re. The instruments do not
Its of animal origin or
avides do not emit

ds to this, no risks are to be

product shall be reported

uthority.

MpepynpexaeHus:

- N36eratb 3akKNIMHMBAHNA U CTMGAHNA MHCTPYMHeTa. He ncnonb3oBaTb UHCTPYMEHT B
KayecTBe pblyara. 3To NPUBOAUT K YpE3MEPHOMY HarpeBaHuio, 3aK/IMHUBAHWUIO NTEe3BUS;
Ten/1I0BOMY HEKPO3Y, U3/IoMy.

- Bo BpemMs OCLUMNANPYHOLLNX ABUXKEHUN pexxyLime KPOMKU SIe3BUSA HE AOIXKHbI
KacaTbcs WwabnoHa, HanpassloLWero 6710Kka NAK Apyrux metaninyeckmx
MHCTPYMEHTOB. 3TO NPUBOAUT K MOBPEXAEHUNIO NTIE3BUSI NN UHCTPYMEHTOB, a TakxKe
NPUTYN/IEHUIO Ne3BUiA, TPABMNPOBAHUIO KOCTU U OKpPY>XKaloLnx TkaHelh {BToM yucae
HEpPBOB N KPOBEHOCHbIX COCYA0B). TakXXe yBenMumnBaeTca PUCK HenpegHamMepeHHOoro
o6pa3oBaHNA MeTasININYECKON CTPYXKKN.

- N36eratb HPE3MEPHOrO HAXMMa, YCUNUA. ITO NPUBOAUT K MOBPEXAEHUIO
NOBEPXHOCTUN PEXYLLNUX KPOMOK, CHUDKEHUIO CpOoKa CNy>XX6bl, Ype3MepHOMY.
BblAe/IeHNIO Tena, TEN/I0BOMY HEKPO3Y, MO/IOMKaM MHCTPYMEHTa, 3aK/INHUBaHUIO
nes3Bus B KOCTU, a TakK)Ke K HexkenaTeslbHOl LepoxoBaTol U HEPOBHOI ROBEPXHOCTU.
- be3sonacHoe NpMMeHeHue NPU MOBTOPHOM MUCMOMIb30BaHUWN AaHHbIX U3Aennii He
MO>XeT 6bITb FrapaHTUPOBAHO MO APUYMHE OTCYTCTBUA 6Ge30NacHOCTM ‘u3gennii
BC/NEeACTBME N3HOCA MaTepuana. BTopuyHoe ncnonb3oBaHue o4HOPa30BOro
MHCTPYMeHTa MO>XXeT NpuUBECTU K UHDPULUPOBAHUIO NNN HeoGpaTumMoMy
TpaBMUPOBaHWIO NMauneHTa.

- HefocTaTouyHOE oxX/laXKAeHNne NPUBOANT K 3aBMBaHNIO PEXYLLMX KPOMOK Ne3Bus
CTPY>KKOIi, TeN0BOMY HEKPO3Y, COKpalLeHNIO CPOKa CNy>KObl MHCTPYMEHTA.

- Cockanb3biBaHMe WabfioHa, AN Npockanb3blBaHWE /Ie3BUS, MOXKET NPUBECTU K
owmnbKam npu onune.

-MNoBpeXXaéHHble ne3susa (LapanuHbl, BMATUHbLI, Tynble 3y6bs, AedopMaynm) MoryT
NPUBECTU K U3TIOMY UHCTPYMEHTa UIN NMI0OXOMY pe3ynbTaTy, Hanpumep,
TpaBMUPOBaHUK MALMEHTa OCTaBWLIMMMCA MeTan/IM4eckKumMmn pparmeHTamn B

onepaynMoHHOM none.

Mepbl NpeoCTOPOXKHOCTU:

- IHCTpYMeHT ANA 04HOPa30BOro NpumMmeHeHNs. He ncnonb3oBaTb MOBTOPHO.

- He ncnosib3oBatb MHCTPYMEHT NPU HaNUYMUN NOBPEXKAEHUNA, TYNbIX PEXYLNX KPOMOK,
KOPPO3UU UAN HEYNTaeMOli MapKUpPOBKMU.

- He ncnoassosatb MHCTpymeHTbl €C/IN NPEBbILEH CPOK rOAHOCTH, yKa3aHHbII7I Ha
3TUKETKE; npu BCKPbITOW UM NOBPEXAEHHOW YaKoBKe, NMPpU HeUNTaeMon
MapKUpOBKe WIN KOPPO3uWn.

- Bo'Bpemsa ncnonb3oBaHMsa J0/HKHO 6biTb 06€cneveHO AocTaTo4uHOe oXNaxKaeHue
(budnonorunyeckunii pactesop).

VNHCTPYMEHTbI He CHab)XeHbl U3MepUTENbHOM MYyHKLUMENH, BHEWHUM UM BHYTREHHUM
UCTOYHNKOM 3HEPTrnUn 1 He codep>kaT NPOrpammHoOro obecnevyeHns. NHCTpPyMEHTbI He
cogep>KaT HUKakKuxX KOMMOHEHTOB /leKapCTBEHHbIX CPeACcTB, UHIFPeaAneHTOB PKUBOTHOrO
NPOUNCXOXAEHNA NN BeEL,EeCcTB, MPOU3BOAHbBIX U3 Ye/TOBEYECKOW KPOBW. YCTPOWMCTBa He
n3ny4yaroT (MOHU3MPpYloLee) U3lyYeHUe 1 He co3aatoT MarHUTHbIX noneli/ BeeAaAsn ¢

3TUM HUKaKNX PUCKOB He OXXKunaaeTces.

3KOTIOrnYecKne pUcKn MegutnHCKnX nagenuii:

CoOTBETCTBYOWUNX BAUAH NHeT.

Cnucok ctaHpapToB:
DIN EN I1SO 13485, DIN EN.ISO 10993, DIN EN 1SO 11137, DIN EN._ISO 14971

YBeAOMIEHVE O HeXEeAAaTeNbHbIX COBbITUAX/NPONCLLIECTBUAX:
O Bcex cepbe3HblX WHUKUAEeHTax, CBA3aHHbIX C AaHHbIM nU3aeauem, ciegyeT coobuaTb

nponsBoaAuUTENIIO KHaluMOHalbHOMY KOMMNETEHTHOMY OopraHy.

Peructpanna MU 8 PocagpaBrapsope
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Warnings;

- Avoid jamming or bending of the instrument Do n<
leads to excessive heating, jamming of the saw blad<
- Do not allow the saw blade.teeth to come in contai
device or other metal objects while performing oscil
leads to damage to the sawblade or tools as well as
to bones and surrounding tissue (incl. nerves and bl
increases the risk of inadvertent creation of metal d
- Excessive contact pressure must be avoided. This |
tooth surfaces, reduced service life of instruments,
necrosis, fracture of the blade, jamming of the bladi
undesirable rough/and uneven surface.

- Due to wear of the material, a safe and risk-free r(
guaranteed. Reprocessing of single-use device may
contamination-and:can result in infection and irrevi
- Insufficient e¢ooling leads to clogging of the teeth \
necrosis, reduction of the service life.

- Shifting of the template or slipping of the saw blai
mistakes.

- Damaged instruments (scratches, dents, blunt bla
result.in the fracture of the instrument or treatmei

getting-injured by metal fragments left behind in t

Precaution;

- Single-use only. Do not re-use.

- Do not use the instrument if damaged or in case
corrosion or illegible markings.

- Do not use the instrument if.the expiry date indit
been exceeded, the packaging iS opened or damaj
markings or corrosion.

- Sufficient cooling (saline:solution) should be pro*

The instruments are not provided with a measurir
internal energy sourceand do not incorporate sof
contain any medicinal product constituents, ingre
substances or derivates made of human blood, ffi
(ionizing) radiation or create magnetic fields. As rf

expected.

Environmentalirisks of medical devices:

Corresponding influences are not present.

List of standards:

DIN EN¢SO"13485, DIN EN 1SO 10993, DIN ENISO j
DINEN 1SO 14971

Notification of unwanted events/occurrences:

All serious incidents occurring in connection with t

to.the manufacturer and to the competent nation<



YTnnunsauyuna:

xcurs in accordance with YTunmsauymsa MHCTPYMEHTOB, CTaBLINX HENPUTOAHbLIMU A8 UCMNONb30BaHUSA,
nPiN 2.1.7.2790-10). NPoOVCXoAnNT B COOTBETCTBMU C BHYTPEHHUM 3aKOoHOA4aTeNnbCTBOM Poccuiickoi
ointed and sharp objects depepauunm (CanlNuH 2.1.7,2790-10). Knacc onacHOCTU MeANLNHCKNX O0TX0A40B B.

MoTeHUnanbHO UHMUUNPOBaHHbIE, 3a0CTPEHHbIE U OCTPbIe NpeaMeTbl A0/IKHbI 6bITh

YTUNM3NPOBaHbl B 04HOPA30BbIX KOHTEHepax.

Mo Bonpocam KauecTBa ob6palyaiitecb No agpecy:

000 MepgTecTKoHCcanTuHr
Poccusa, 123181, MockBa, yn. Kynakosa, 4. 1, kopn. 1, opuc 193
TenedoH: +7 (495) 750-29-01, +7 (903) 729-77-14

medtestconsult@mail.ru

FrapaHTusa:
to use to ensure that it is Monb3oBaTesib HeceT OTBETCTBEHHOCTb 3a MPOBEPKY M3aennsa nepej UCRONb30BaHUEM
.ibiefor the use of the Ha MPUrog4HOCTb N BO3MOXXHOCTb UCMO/Ib30BaAHUA MO Le/iIeBOMY Ha3HaA4Y€eHuto,
luser, Gebr. Brasseter Monb3oBaTesib HECET OTBETCTBEHHOCTb 3a UCNOJIb30BaHWe MHCTPYMEHTOB. B cnyvae
nages, particularly if these HEOCTOPO>XXHOCTU CO CTOPOHBI NMonb30oBaTensa, komnaHua Gebr. Brasseler vaanuHo nnin
or use or warnings as well MOTHOCTbIO OTKa3bliBaeTCH OT OTBETCTBEHHOCTM 3a N1to 601 BO3HMKAKLWNA yuepo6,

0CO6eHHO, ec/in 3TO CBA3aHO C HECOG/II04EeHNEeM HAaLLMX PeKOMEHZaLni no
MCMO/Ib30BaHUIO UMW MPEAYNPEXAEHUN, a Tak)Ke HenpeAHaMepeHHbIM

HeHagne>xxawumm npmmMeHeHna Cco CTOPOHbI NoJsib3oBaTens.

Ccblfika Ha TOProBble 3HaKU:
Sof their respective ToBapHble 3HAKU TPeTbUX NNUL, YNIOMSAHYTble B HACTOALWEM JOKYMeHTe, ABIAIOTCA

TOBapHbIMWN 3HakKamMn COOTBETCTBYHOLWNX B/lajge/ibueB TOProBbliX 3HAKOB.

Perucrpatma MU B8 Pocagpasramzope
www.nevacert.ru | info@nevacert.ru



Disposal:

Disposal of instruments that have b e unusable oi

the domestic legislation of the Russi
Medical waste hazard class B. Pot

must be disposed off in disposab

Quality related issues shall Qﬂdressed to;

LLC MedTestConsulting

ulakova, 1-1-193

Russia, 123181, Moscow;u
)
+7 (903) 729-77-14

Phone; +7 (495) 750—29:: )
medtestconsult@mai@

@ Liability: ‘Q
& The user is respon@or checking the product prior
& suitable for the ir@ded purpose. The user is respons
instruments. In@e of contributory negligence by the
partially or totally declines liability for all resulting dar

2

bservance of our recommendations fi

are due ton

isuse by the user.

Trad k Reference:

The@ party trademarks used herein are trademark:




MepeBOjJ C HEMELKOTO si3blKa Ha PYCCKUIA A3bIK

AnocTtunb
(Faarckas KoHBeHUMs OT 5 okTsa6psa 1961 roga)

1. CTpaHa: ®epepaTnBHas Pecnybnuka N'epmaHus

HacTtoAawnii ohuynanbHblii LOKYMEHT

2. 6b1n nognucaH AHaopeacom Péas

3. BbICTynawuwum B Ka4ecTBe HoTapuyca

4. CkpenneH nevartbio/wWTamMnom HoTapuyca AHapeac Pés B 1. Jlemro

3aBepeHo
BTl [eTmonbpg
30 HosA6psa 2020 r
. Mpe3ngeHtom Cypa 3emnn r Jetmonbpg Harenb
8. 3a Homepom: Ne 910 E - 603/2020
9. MeyaTb: YuacTkoBbIn Cyn eTMOnbA
10. Nognucb: (Harenb)

Nowm
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WTamn:
HacToAawunm 8 noaTBepXgat, 4To npeacroswas (oTOKONUA NOMNHOCTbLHO 000T3e§yeT
opurunHany.

26 HosA6psa 2020 T.

/Moanuce/

HoTapuyc

MeuvaTb HOTapuyca: Akcenb Bénep / HoTapuyc B . Jlemro
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["epesqa 4AHHOMO TEKCTa Bs MYHEH MepeBqa-voM Kparrviis M eHmoom ArexcaHpos/HEM

Poccuiickas ®epep” s

"opof Mockaa.

[eBaToro (hespans ABe ThiCAYN ABaALATL MEPBOro rofa.

A, MNMpokolleHkoBa EneHa EBreHbeBHa, HOoTapuyc ropoga MOCKBbI, CBUAETENLCTBYHO MOA/MHHOCTb
noanucy nepesofunka KpannunHa [leHuca AnekcaHapoBuya.

Moanwuck caenaHa B MOEM MPUCYTCTBUN.

JInyHOCTL NoANUCaBLLIEr0 AOKYMEHT YCTa0OB/EHA.

3aperncTpmpoBaHo B peec 1
YnnayeHo 3a coBep 400 py6. 00 kon
[TpoKoLLeHKoBa
MpoLH nunct(-a,-oB).
KOLLEHKOBA
H
v KA.oO
/A '
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