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1. PRODUCT PURPOSE
MW iii 1il 1 |
It is intended for application during the procedure of full-thickness resection of mucosa of

upper Gl.

2. SUPPLY KIT

Full-thickness resection device system set of upper 1 pcs

Gl composed of:

1 FTRD system 1 pcs

11 FTRD clip 1 pcs

1.2 The thread RZN 2017/5662 dated 01.04.2020
1.3 Application cap FTRD 1pcs

1.4 The ring on the application cap FTRD RZN 2017/5662 dated 01.04.2020
1.5 hand wheel FTRD RZN 2017/5662 dated 01.04.2020
1.6 PE endoscopic sleeve RZN 2017/5662 dated 01.04.2020
1.7 Plastic tape RZN 2017/5662 dated 01.04.2020
1.8 FTRD snare RZN 2017/5662 dated 01.04.2020
1.9 thread retriever RZN 2017/5662 dated 01.04.2020
2. FTRD coagulation probe RZN 2017/5662 dated 01.04.2020
3. FTRD grasper forceps RZN 2017/5662 dated 01.04.2020
4. Ballon 1 pcs (upon request)

5. Guidewire 1 pcs (upon request)

6. Coagulation dissector 1 pcs (upon request))

7. IFU 1 pcs

(hereinafter - “FTRD set”).
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3. GENERAL APPLICATION AND OPERATION DETAILS

Product application conditions - surgery and endoscopy departments of the medical
treatment facilities.

FTRD set is a single-use product.

FTRD set is a sterile product (EO sterilization).

Depending on the potential application risk, FTRD set belongs to the 2b class
(according to the Order of the Ministry of Public Health of the Russian Federation Ne4h
dd. 06.06.2012).

The way of protection according to GOST 14254-96 - IPXO.

Type of the medical devices according to classification of the medical device is 328560.
Isolation strength should meets the requirement of i.8.5.2.1 GOST 60601-1-2010 for the
devices that work from the power 220V, 50 Hz

4. INDICATIONS FOR APPLICATION

FTRD set Is applied for application during the procedure of full-thickness resection of
mucosa.
5. CONTRAINDICATIONS

FTRD set shall not be applied in case any contraindications exist for treatment by
flexible endoscopy methods.
* FTRD set must not be used near a stenosis.

* FTRD set must not be used in case of adhesions of the colorectum with adjacent
organs.
* FTRD set must not be used if it is clear that the tissue to be resected cannot be
completely excised and the resection would cut through diseased tissue.
» FTRD SET must not be used in conjunction with cardiac stimulators and any other
active implants .
6. POSSIBLE COMPLICATIONS

Haemorrhages in the area of the procedure

Damage to/perforation of the colon or rectum wall

» Damage to adjacent organs

The FTRD set may not provide sufficient haemostasis
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» The bowel lumen may narrow in the area of intervention.

* The application site of the FTRD System may become infected

7. PRECAUTION MEASURES
WARNINGS

Check components for damages and other defects prior to application of FTRD set.
cauT Defective parts can cause incorrect device operation or patient’s injuries.
Incorrect application can cause injuries for the patient: for example, a clip can be released or can

fall from the application cap accidentally.

Q The electrical burst power must exceed or equal the maximum peak output
voltage with which the instrument is operated in combination with an

appropriate HF generator at an appropriate operating mode/setting.

Q These instructions for use must be carefully read before use.The user should
have fully understood how the instrument operates and how it should be
handled.

All components of the FTRD set are for single-use only. Materials used in the product
cuney 2T not intended for the processing and re-sterilization. Device components are designed
for single-use for one patient and are not intended for multiple use.
Processing and reusing of the single-use devices can cause harm to the patient (inadequate
functioning, insufficient sterility, infection, corrosion and other quality depreciation types).
Prior to application, please, ensure that the package is secure and check the expiry date. It is
prohibited to guarantee products sterility in case the package is damages or the shelf life has

expired.
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MRT-information

FTRD clips are MRT-compatible. Patients treated by this device can be safety scanned

immediately after placement under the following conditions:

- Static magnetic filed < 3 tesla;
- Magnetic field spatial gradient < 720 gauss/cm.

Heating connected with MRT

FTRD clips produced heating for less than |,70C at the MRT system maximum,
considering that average specific absorption rate (SAR) of the whole body was equal to
3W/kg for 15 min in 3 Tesla (3-Tesla/128MHz, Radiating, Software G3.0-052B, General

Electric Healthcare, Milwaukee, Wisconsin) of MRT system.

In the result, MRT-related test for FTRD clips heating under 3 Tesla with the use of a
transmit-receive radio-frequency coil on the MRT system provided the result of the
average specific absorption rate (SAR) equal to 3 W/kg (for example, associated with the
value of 2.8 W/kg measured in the calorimeter), and demonstrated the maximum heating
level which became apparent in connection with these specific conditions at the level of <
+l,70C.

Information about distortions
Quality of the MRT image can be put under doubt in case the zone of concern is located
directly or closely to the point of FTRD clips location. Due to this, MRT image

parameters optimization is required for compensation of this device presence.

Impulse TI-SE TI-SE GRE GRE
mode
Size of the 543mm?2 112mm?2 984mm?2 402mm?2
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signal-free
Zzone
Planar Parallel Perpendicular Parallel Perpendicular

orientation

8. PRODUCT DESCRIPTION

FTRD set:

OFTRD snare

FTRD applicator cap [

OFTRD clip | O FTRD hand wheel
1. FTRD hand wheel (RZN 2017/5662 dated 01.04.2020)

By turning the FTRD hand wheel, the thread is tensioned, the white ring at the distal cap
end is pulled and the FTRD clip is applied. To simplify the procedural step, it is indicated
by a 1

2. FTRD applicator cap

The FTRD applicator cap is mounted on the tip of the endoscope. The FTRD applicator
cap is fitted with a clip and a HF snare.

An applicator ring sits on the FTRD applicator cap below the clip. The thread is secured
to the FTRD applicator cap and the applicator ring, and is used to release the clip.

The FTRD applicator cap is designed for use with standard flexible endoscopes with an
outer diameter of 11.5-13.2 mm. The thread is secured to the applicator ring and cap

and must not be removed.

3. FTRD snare (RZN 2017/5662 dated 01.04.2020)
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" OVESCO FTRD
FU

The FTRD snare is a monopolar high-frequency instrument (HF). The FTRD snare is
made of stainless steel and is integrated into the distal end of the FTRD applicator cap.
The flexible shaft is guided externally along the endoscope. The FTRD snare consists
of:

- Sliding handle (A) to close the snare

- HF connection, 3-mm plug (B)

- Flexible shaft (C)
- Snare safety lock to prevent the snare from being accidentally released (D). To

simplify the procedural step, this is indicated by a 2.
- Snare that is integrated in the FTRD applicator cap (E).
The electrical burst power must exceed or equal the maximum peak output voltage with
which the instrument is operated in combination with an appropriate HF generator at an

eeeeg t apiasaas 1 e e e anane
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4. FTRD clip
The FTRD clip consists of a super-elastic shape memory alloy (Nitinok®) and is
designed tograsp large volumes of tissue. Thanks to its material properties, following
application into the tissue, the clip returns to its original, slack shape and therefore
compresses the tissue between the clip branches.
The FTRD clip material — Nitinol® — is MR-conditional.
In comparison with the OTSC clip (14t), the FTRD clip has additional teeth around the
edge to optimise tissue fixation in the border area.
FTRD dlips are placed under mechanical pressure on the application cap.
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Compression zone width - clipping width (a)
The table below shows clips and application cap sizes
Clipping width [a]. Maximum outer diameter of the

application cap [b]

11 mm 23 mm

Size of the clipped tissue varies depending on the tissue size drawn into the application
cap. Therefore, clipped tissue zone size can exceed the clipping width.

5. PE Endoscope sleeve (RZN 2017/5662 dated 01.04.2020)
Once the FTRD applicator cap is fitted, the endoscope cover, which is already
positioned on the flexible shaft of the FTRD snare, is secured to the FTRD applicator
cap using the adhesive tape supplied and is unrolled to the proximal end of the
endoscope. The cover is designed to protect the tissue when inserting the FTRD
System into the body, and to better guide the snare externally along the endoscope
insertion tube.

6. Thread retriever (RZN 2017/5662 dated 01.04.2020)
The thread retriever supplied is an aid used in the assembly of the FTRD System. It is
used to pull the thread through the working channel.
The FTRD hand wheel is inserted into the rubber-rim valve on the endoscope's working

channel and secured to the handle using the Velcro strap (4).
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The two cable ties that are fixed on the snare shaft are removed. The endoscope sleeve
is slid over the endoscope, starting from the distal side of the FTRD applicator cap (5).
To secure the FTRD applicator cap on the distal end of the endoscope, the thread that
is attached to the FTRD applicator cap is pulled through the endoscope's working
channel using the FTRD thread retriever (6-A) or a similar instrument (6-B).

The knot on the thread is clamped in the designated slot on the hand wheel. The thread

is wound up by turning the hand wheel clockwise (7).

The FTRD applicator cap must be positioned at the tip of the endoscope so that the
thread passes through the working channel vertically and does not conceal any of the
endoscope functions (8). Ensure that the thread is not wound around the snare shaft.
The distal end of the endoscope must abut against the stopper in the FTRD applicator
cap (18). The FTRD snare shaft is positioned in the recess on the silicone sleeve (9).
The figure above (8) shows the correct position of the FTRD applicator cap on the
endoscope tip. The thread is further wound up using the FTRD hand wheel (7) until
slight tension is felt. The endoscope sleeve is slid to the FTRD applicator cap and the
cable tie on the side that is proximal to the cap is removed.

The end of the sleeve must be secured to the endoscope approximately 2-3 mm above
the FTRD applicator cap using the adhesive tape supplied. The adhesive tape must not
be touching the FTRD applicator cap - it should be applied just above the cap (10).

The endoscope sleeve is pulled back to the proximal end of the endoscope using the
small tube on which it is positioned. In doing so, it unrolls. The remaining cable tie and

small tube are removed (11).
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For safety reasons, the instrument's HF connection to the HF generator should not be
established until shortly before the clip is applied. (Observe the instructions for use of

the HF generator.)

7. FTRD grasper (RZN 2017/5662 dated 01.04.2020)
Application aid “FTRD® Grasper" is an instrument for grasping and manipulation tissue
using flexible endoscopes with a working channel diameter of minimum 2.8 mm, for use

alone or minumum 3.2 mm together with the FTRD® System.
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FTRD* Grasper

DESCRIPTION OF COMPONENTS

FTRD Grasper consists of;

- handle (A)

- sliding handle (B)

- flexible shaft, length 220 cm (C)

-jaw (D)

FTRD Grasper is a part of FTRD set and it’s a sterile device.

8. FTRD marking probe (RZN 2017/5662 dated 01.04.2020)
The FTRD Marking Probe is a monopolar high-frequency instrument (HF) for marking

tissue with coagulation points in flexible endoscopy. The minimum diameter of the

working channel is 2.8 mm.

FTRD Marking Probe is a part of FTRD set and it’s a sterile device.
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9. Dilatation balloon

Dilatation balloon is intended for expand of the esophagus for providing of FTRD

distal cap before using of FTRD set.
The length of the balloon is 1800 mm, diameter of expanded balloon is 20 mm,

length of the balloon is 60 mm.

10.Guidewire

Nitinol guidewire intended for moving the instrument during the full-thickness
resection. The length of the guidewire is 3700 mm, diameter of guidewire is 0,89

mm.
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11.Coagulation dissector

Coagulation dissector intended for hemostasis during full-thickness resection

procedure.

Length of the dissector: 1650 mm
Diameter of the dissector: 2,5 mm
Length of the working part: 13 mm
Length of the cups: 6,5 mm

Angle of the cups: 90 degree
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9. OPERATION CONDITIONS AND RULES

9.1. Preparation for application
Prior to the product application it is required to check the components for
JVI.  cracks and other defects. Replace all defective parts into new one. Defective
parts can cause failures or cause injuries to the patient.
Incorrect application can also cause injury to the patient or doctor, since a clip can

accidentally turn around or jump off the cap.

Pay attention to the package damages and shelf life expiry date. In case the

package is damaged or the shelf life has already expired, product sterility
cannot be guaranteed.

All OVESCO products are designed only for the single-use application.

Materials do not withstand processing and re-sterilization. Components are
CAUTION

intended for application for one patient and do not withstand multiple use.
"I~ Recycling and repeated application of the single-use tools can cause harm to
the patient (improper operation, insufficient sterility, contamination, corrosion

and other destruction types).

WARNING/PRECAUTION MEASURES

. The doctor shall ensure that FTRD set are applied in compliance with the
operation manual.

. FTRD clips are mounted on the FTRD Application cap with a high mechanical
tension. Due to this, the risk of the injury in the result of improper treatment exists both
for the doctor and the patient. Potential problems also include unintentional clip release
or release in the non-target point.

. Ovesco products are compatible with each other. Prior to Ovesco items
application together with the products of another manufacturers, the doctor shall ensure
that the products are compatible in terms of the target application scope.

9.2 Before the application
- Use the product only as intended
- The user must ensure that the size of the lesion to be resected does not exceed

the capacity of the FTRD applicator cap.
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- The FTRD System is designed for use with standard flexible endoscopes with a
working channel diameter of at least 3.2 mm.

- Ifan instrument is to be inserted through the same working channel as the FTRD
System thread, ensure that the thread remains slightly tensioned. Otherwise, it
may wind itself around the instrument.

- Itis recommended that the lesion to be resected is marked in advance to provide
better visualisation (via coagulation points using the FTRD Marking Probe).

- The FTRD snare must be connected to the monopolar outlet of a HF generator
using a suitable monopolar cable and must only be used with monopolar
coagulation and cutting current.

- The FTRD snare can be connected to standard HF generators. Do not use the
instrument on patients with cardio stimulators or other active implants.

9.3 Application

Safety measures to avoid HF burn:

- Always use a gloves before using
- Before activating the HF generator, ensure that the working end of the product

does not touch any electrically conductive accessory.

- Always keep the working end of the snare or coagulation probe in the user's field
of vision during HF activation.

- Never put down the product on, or directly next to, the patient

- Switch off the HF generator's automatic activation mode when accessories are

used endoscopically

Preparations:

It is recommended that the target tissue is marked with the FTRD Marking Probe,

before using the FTRD System. To do it, please use a coagulation probe that is a part of
FTRD set, insert the instrument to the working channel and make a coagulation of a
tissue.

If the patient has a narrow esophagus you have to use a dilatation balloon. Provide the
balloon though the working channel of the scope and inflate the balloon by inflation
device (not included). Making a dilatation and take out the balloon. If the patient has a
hemorrhage during the procedure, you should use a coagulation dissector. Provide the
balloon through the working channel of the scope and connect the instrument to the

electrosurgical unit. Using default settings make an endoscopic hemostasis.
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After the dilatation, use a guidewire to provide the FTRD set through the guidewire for

good positioning of the set.

The procedure:

After the tissue was marked by coagulation probe, the system should be mount
according to item 8. During the mount, the scope should be on the vision filed, at the
same time the compression is not allowed.

Before insertion, the distal end of the scope should be coated with lubricant.

Once the application site has been reached, the FTRD snare is connected to the HF

generator via the connection cable.

Grasp the tissue:

The required resection site is aimed at with the FTRD applicator cap. The target tissue
is grasped with the FTRD grasper. The tissue is pulled into the FTRD applicator cap by
pulling the forceps into instrumental channel of the scope until the markings are within

the cap.

In doing so, the user must ensure that the size of the lesion and the size of
| the FTRD applicator cap match and that the lesion fits wholly within the FTRD

applicator cap.

Due to the increased risk of sucking in adjacent tissue or organs at the same time, the
tissue must not be sucked into the FTRD applicator cap.

Depending on the anatomy, it may be more difficult to collect the tissue due to fixation.

Clip application:

By turning the FTRD hand wheel clockwise, the white ring on the applicator cap is

pulled forwards and the clip is released.
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In doing so, it is important that the tissue is kept under slight tension using the FTRD
grasper, for example, until resecting. As a result, the tissue and the distal end of the
endoscope will be held in place.

When using an instrument to manipulate tissue through the working channel, ensure
that the instrument tip is sufficiently drawn into the applicator cap and remains in this
position while the clip is triggered . Othen”ise, there is a risk that the clip may be applied
to the instrument shaft or parts of the branches, and the instrument may become fixed

to the tissue as a result.

Make sure that the clip has been properly applied before resectioning
I begins. Ifthe clip has been successfully applied, the white ring will have
! moved forwards to the edge of the cap. The white ring must therefore
remain visible and be observed in the endoscopic image.Only when the
white ring has moved fully forwards to the edge of the cap can you be sure that the clip
has been applied. If the clip has not been properly applied, this may result in perforation
when resectioning is performed.

Resection:

After the clip has been applied, the safety lock on the FTRD snare is removed. By
pulling the sliding handle backwards, the snare is firmly positioned around the target

tissue. HF current Is then applied to the FTRD snare.

15 ANV e ic
The tissue is cut as a result of tightening the snare by pulling it back fully into the shaft
of the FTRD applicator cap while applying HF current. During the cutting procedure, the
snare must be pulled continually. The HF generator must be set so that a sufficient
tissue-cutting effect is produced. After cutting the grasped tissue, the power supply is
disconnected. By removing the endoscope from the body, the resected tissue can be

retrieved from the FTRD applicator cap.
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Before resecting, it is important to ensure that the clip is positioned and the target tissue
is securely within the FTRD applicator cap above the clip. In addition, the tissue must be
securely grasped with the grasping forceps. If the tissue is not securely fixed in the
FTRD applicator cap, this may result In perforation next to the clip caused by the FTRD

applicator cap sliding unintentionally.

Inspection:

After applying the FTRD System, carefully inspect the application site with the
endoscope. When doing so, ensure especially that the FTRD clip is correctly positioned,;
check for possible haemorrhages, perforations, unacceptable lumen restrictions
(stenosis) or other abnormalities. These may result in further endoscopic or surgical
procedures being necessary.Check the resected tissue for extraluminal structures that

were also resected. Ifthis is the case, it may result in subsequent extraluminal

perforations or haemorrhages.

Disposal:
To dismantle the FTRD System, the thread is unwound from the hand wheel. The FTRD

applicator cap, which is connected to the thread and the FTRD snare, is carefully
removed from the endoscope, along with the endoscope sleeve.
After use, the FTRD applicator cap, FTRD snare, endoscope sleeve and FTRD hand

wheel are disposed of as waste according to rules of utilisation.
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FTRD set
System
name
FTRD clip

The thread

Application cap

The

application cap

rng on

Hand wheel

Thread retriever

FTRD snare

10. PRODUCT MATERIALS

the

PE endoscopic sleeve

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

component The system

FTRD
system
FTRD
system
FTRD
system
FTRD
system
FTRD

system

FTRD

system

FTRD

system

FTRD

Material/trademark

Niti-S, Nitinol

PE Dyneema Purity
UG dtexllOTSIOO
SAN LURAN 388S

Hostaform MT12U01

ABS-plastic (Novodur
HD-15)
(Maxithen 5BA6157)
Stainless
1.4301

Silicon rubber

and

steel

Shaft: Vestamid L
Polyamid 12
Hook:

Polyamid 6

Ultramid,
Terlux MABS
2812HD

ABS-plastic
(Novodur HD-15) and
(Maxithen 5BA6157).
PET, PA, Stainless
steel
1.4301/1.4305/1.4310

Low Density

Standard

ASTM F2063

ISO 10993 -

3,4.5.6,10.11,12

EN 71-9

USP Class VI

USP Class VI

EN I1SO 7153
AISI 303

USP Class VI
FDA 177.2600
FDA 21 CFR
177.1500

USP Class VI

USP Class VI



9

10

12

13
14

Plastic tape

FTRD
probe

coagulation

FTRD Grasper forceps

Dilatation balloon

Guidewire

Coagulation dissector
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system

FTRD
system
FTRD
coagulation

probe

FTRD
Grasper

forceps

Dilatation

balloon

Guidewire
Coagulation

dissector

Polyethylen (LDPE)

Soft plastic PVC

PP Stamylan P
16M10

Maxithen HP
5BA6187

Stainless steel
1.4305 HDPE B5429
Stainless steel
1.4301

ABS-plastic

PTFE

ABS-plastic (Novodur
HD-15) and
(Maxithen 5BA6157)
Low Density
Polyethylen (LDPE)
Polyamid PA

Niti-S, Nitinol
Stainless steel
1.4301

ABS-plastic

PTFE

FDA 177.2600

ISO
ISO

ISO 1133,
527-1/-2,
75-1/2

EN 10088-1,
DIN 17449, AlSI
316, UNS
S31600, ISO
10993
3,4,5.6.10.11.12
EN ISO 7153,
AIS1303

USP Class VI
USP Class VI
FDA 177.2600

ASTM F2063
EN ISO 7153.
A1S1303

USP Class VI



11. PRODUCT TECHNICAL SPECIFICATIONS

111 Length of the thread of the FTRD system - 2200 + 75 mm

11.2 Maximum outer diameter of the application cap of the FTRD system - 21 £ 2 mm
11.3 Length of the distal cap of FTRD system - 37 £2 mm

11.4. Length of nitinol clip - 23 £2 mm

11.5 Clipping width (width of the clip’s compression zone) of the FTRD system - 13+ 1
mm

11.6 Length of the teeth of nitinol clip - 3 £ 0,1 mm

11.7 Length of FTRD snare - 2200 £ 75 mm

11.8 Diameter of FTRD snare - 2,3 £ 0,1 mm

11.9 FTRD snare has a HF connector to connect the snare an active cord, the diameter
of HF connector - 8,4 + 0,1 mm

11.10 Length of thread retriever - 2200 £+ 2,3 mm

11.11 Diameter of thread retriever-2,3 £ 0,1 mm

11.12 FTRD snare and FTRD coagulation probes maximum electrical burst power is 50
watts.

11.13 Length of FTRD coagulation probe - 2200 £75 mm

11.14 Diameter of FTRD coagulation probes - 2,2 + 0,1 mm

11.15 Length of FTRD grasper forceps - 2200 + 75 mm

11.16 Diameter of FTRD grasper forceps - 2,3 = 0,1 mm

11.17 Maximum angle of branches opening of FTRD grasper forceps- 130 * 5°

11.18 Diameter of the distal part of the scope - 11,5- 13,2 mm

11.19 Weight of the FTRD system set should be:

-FRTD clip-40+10g

-Thread - 10£5¢g

- Distal cap FTRD-80+ 10 g

- The ring on the distal cap FTRD -20+5¢g

- Hand wheel FTRD -100 + 10 g

- Thread retriever- 50 + 10 g

- FTRD snare - 200 =50 g

- FTRD coagulation probe 200 =50 g

- FTRD grasper forceps 300 = 50 g
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- PE endoscopic sleeve 100 + 50 g
- plastic tape 100 + 50 g
- guidewire 150 £ 50 g
- dilatation balloon 150 + 50 g
- coagulation dissector 200 £ 50 r
11.20 The length of the dilatation balloon is 1800 + 50 mm, diameter of the expanded
balloon is 20 £ 2 mm, length of the balloon is 60 £ 5 mm
11.21 Length of the guidewire is 3700 = 75 mm, diameter of the guidewire is 0,89 + 0,05
mm.
11.22 Length of the dissector is 1650 £ 50 mm, diameter of the dissector is 2,5 + 0,2
mm, length of the working part is 13 £ 0,5 mm, length of the cup is 6,5 £ 0,5 mm, angle
of the cup is 90 degree.
11.23 Cracks, pockets, dints, scratches, chipped places, burrs, burns, slag, particles of
the rubbing and polishing materials are not acceptable.
11.24 Surface roughness parameters shall be as follows;
- for clips not more than 0.1 um
- for other devices - from 0.1 to 0.32 um
11.25 Tools shall be manufactured from corrosion resistant materials. The items
shall be corrosion resistant in the operation, transportation and storage
conditions.
11.26 The tolls shall withstand temperature and air humidity impact in the
process of transportation and storage for the conditions under group 5 (OZh4)
under GOST 15150.
11.27 Set of the accessories should meet the requirements of the resistance to climatic
factors of the environment according to UHL 4.2 under GOST 15150.
11.28 The tools in transport packaging should be sustainable in the process of
transportation under GOST R 50444.
11.29 Surface roughness parameters shall be as follows:
- for clips not more than 0.1 mm
11.30 Filament transporter must smoothly pass through the working channel of the tool
without jamming.
11.31 The main requirements to electro surgery generators, that provides operability of
the device;
- Electro surgery generators cut power should be at least 40 watts
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- Electro surgery generators coagulation power should be at least 20 watts
- Electro surgery generators must be operable with the network 220
All electro surgery generators meets these requirements are acceptable to work with the
medical device.

Recommended settings of electro surgery generators:

In coagulation mode with FTRD coagulation probe - power 20 watts.
In cutting mode with FTRD snare - power 40 watts.

11.32 The diameter of the thread of the system: 0,4 £ 0,1 mm

11.33 The dimensions of the ring on the distal FTRD cap:

- Outer diameter - 20,85 + 0,05 mm

- internal diameter- 17,3 £ 0, 05 mm

11.34 The dimensions of the hand wheel:

- Length - 66,3 + 0,5 mm

- Width - 42 £ 0,5 mm

- Height- 35+ 0,5 mm

11.35 The dimensions of the PE endoscopic sleeve:

- Length - 1800 + 50 mm

- Width - 40 £ 5 mm

11.36 Sterilisation - ethylene oxide (EO)

11.37 The condition of the using of medical device:

- Temperature - 10- 35 “C

- Humidity - 40-100 %
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12 MARKING

12.1. Product marking shall comply with the user’s manual and requirements of GOST
R 50444-92.

12.2. Main information on the package shall be as follows:

- name and/or trademark of the manufacturer,

- manufacturer’s address and telephone,

- Description of the package content,

- inscriptions “Sterile”, “Non-toxic”.

- Batch (series) number,

- shelf life

Additional information application is also possible;

A “Warning! Read the manual”

Batch number
LOT

Reference number
REF

d » Manufacture date
Ethylene-oxide sterilized (EO).

ra®  Best before “year-month”
Single-use only
Don't sterilize

Do not use in case of damaged package

Latex-free
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14. PACKAGE

14.1. Consumer package design shall provide tools hermetic tightness and protection
from external mechanical damages.

14.2. FTRD set is packed into blister package placed into cardboard box. The original
package provides best security during transportation.

14.3 The product can'’t be identified by an external scanner.

14.4 The material of packaging that is subject to final sterilization: high density
polyethylene (HOPE), high strength paper (Tyvek).

14.5 Overall dimensions of the package that is subject to final sterilization:

- endoscopic system of application of clips FTRD with clips - 385 +5 mm x 211 £5 mm
X 45+5 mm;

- probe for coagulation FTRD - 200£5 mm x 3005 mm;

- forceps for gripping FTRD - 2005 mm x 350£5 mm;

- dilatation balloon - 385 + 5 mm x 211 +5 mm;
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- guidewire - 385 + 5 mm x 211 £5 mm;

- coagulation dissector 390 + 5 mm x 260 £ 5 mm;

14.6 The material of packaging that is subject to final sterilization should not be
teachable, toxic and should not have a smell.

14.7 The material of packaging that Is subject to final sterilization should not have holes,
cracks, wrinkle or local thickenings and/or thining.

14.8 Physical and chemical characteristics of the packaging that is subject to final
sterilization must meet the requirements for medical devices,and must be consistent
with packaging and final sterilization processes.

14.9 Components of packages should not react, contaminate, switch to products and
should not adversely affect the products.

14.10 Process indicators that are printed on packages must meet the requirements ISO
11140-1.

14.11 Opening of packages by delamination should be continuous and homogeneous,
without disruption of the material which may worsen its aseptic properties.

14.12 The packing density should be in the range 71 g/m2+80 g/m2.

15. TRANSPORTATION

The product is placed into a corresponding package together with the operation
documentation. Transportation by all roofed transport means is allowed at the
temperature mode for the group 5 conditions (OZh4) under GOST 15150.

16. STORAGE

Keep the product in a dry place protected from adverse impact of the temperature,
humidity, ventilation, sunlight, dust and air containing salt, etc.

After transportation pay attention to its consequences and possible damages.

Avoid places of chemicals storage of gas formation.

Protect from moisture penetration.
The product withstands the temperature and air humidity in the process of

transportation and storage for 5 group conditions (OZh4) under GOST 15150.

Product shelf life - 3 years.
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17. TECHNICAL MAINTENANCE
mKrrrrgg.s..

Single-use product, is not subject to maintenance.

18. MINOR REPAIR

The FTRD set is a single-use item and is not subject to repair.

In case of the package integrity damage or product damage, please, address
manufacturer’s representative:

“Endo Stars”, LLC, h. 27 Bolshaya Monetnaya Street, lit. A, room 12H, St. Petersburg
197101, tel./fax: 8-800-555-56-57

19. DISPOSAL DETAILS

DKATE
The product does not contain any precious metals.
The product withdrawn from the operation, is subject to the disposal.
In accordance with the Decree of the Chief state sanitary officer of the Russian dd. 9
December, 2010 N 163 “Concerning the approval of the sanitary regulations and
standards”, this product belongs to the class B.
Class B wastes are subject to mandatory disinfection/neutralization.
For collection of the class B wastes it is necessary to use single-use puncture-proof
water-proof reservoirs (containers) of yellow color or with yellow marking. The container

shall have a tightly closing cover, excluding the possibility of inadvertent opening.

20 LIST OF THE NATIONAL AND RUSSIAN STANDARDS

The list of the applied RF national standards and international standards for the purpose
of safety, effectiveness and quality provision, as well as standards with the control
methods: GOST R 50444-92. Directive 93/42/EEC, EN ISO 13485;2012+AC:2012,
GOST ISO 11607-2011

Product manufacture is performed in accordance with the Directive 93/42/EEC dd
08.11.2015, appendix 2 for the class 2B items.
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Warranty period - 1 year.

For warranty questions, please, refer to:

Exclusive representative on the Russian Federation territory Endo Stars LLC, legal
address: h. 27 Bolshaya Monetnaya Street, lit. A, room 12H, St. Petersburg 197101,
tel./fax: 8-800-555-56-57

ATTENTION! Make sure that the Warranty Certificate is filled in correctly. The
Serial/identification number must correspond exactly to the one in the Certificate. All
fields in the Certificate must be filled in.

In case of inaccurate or incomplete filling of the Certificate, the warranty for the product
is regarded as invalid.

Manufacturer's warranty is provided in accordance with the Civil Code of the Russian
Federation on the usual terms.

The product should not bear the marks of mechanical or thermal action, as well as of
various chemical agents. The product use is allowed only in accordance with the

operating manual.

WARRANTY CENTER NOTE
DATE DESCRIPTION WARRANTY CENTER
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Notary Daniel Westa

Schaffhausenstraese 77 « D-72072 Tuebingen mail@ notar-westa.de
Phone +49 (0)7071 / 13870-0 « Fax +49 (0)7071 13870-99  www.notar-westa.de

notarisied copy

Herewith | certify that thie copy is an entire copy of the original document
which was presented to me today.

city of Tuebingen. December 2nd, 2020
federal state of Baden-Wuerttemberg / Germany
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Kopg no obuiepoccuiickoi
Knaccudmkaumm npoayKuum
OoKnAgz 32.50.50.190

NWHCTPYKUNA no NMPUMEHEHWIO
Ha MeAuunHCKOe usgenune
«Habop MHCTPYMEHTOB ANS NPOBEAEHNS 3HA0CKOMUYECKON
NOSIHOCTEHHOWN pe3eKuMn C/IU3UCTON BEPXHUX OTAE/0B Xenya0UHO-
KnweyHoro Tpakta», npomnssoactea Ovesco Endoscopy AG
(OBecko DHpockonu AlN), epmaHuA

CooTBeTcTBYyeT TpeboBaHUAM MeXAyHapOAHbIX U
POCCUIACKMX CTaHOapTOB

02 pekabpsa 2020

LWrtamn: Ovesco Endoscopy AG (OBecko 3Hgockonu Al),
Ppuapnx-Muwwep-witpacce, 9,
72076 TobuHreH
WWW.0VesCco.com
/nognuck/

Kpuctodh Jamm, AMnaoMUpPOBaHHbIA MHXEHEP

HauanbHuK oTAeNa ynpaB/ieHUs KAYeCTBOM U peryinpoBaHus
Ovesco Endoscopy AG (OBecko dHpgockonu Al),
dpugpux-Muwep-iTpacce, 9,

72076 To6uHreH

FepmaHusa
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11 Texunveckue xapakTepuCTUKK n3genva

12 Mapkupoeka

13 Cxema npoussoacrsa

14 Ynakoska

16 TpaHcnopTuposka

16 XpaHeHue

17 Texnuuyeckoe oScnynmsatue

18 Tekywmid peMOHT

19 CeeneHun 06 yTuNU3aumumn n yHUMTOXOHUN

20 NepeveHb HALUOHANBHBLIX K MEXAYHAPOAHLIX CTAHAAPTOB

21 MNepeveHb AaHHBIX © MEXAYHAPOAHLIX cepTudMKaTax ¥ fKeknapaumi
COOTBETCTBUA

22 apaHTUiAHBIA TanoH
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1 HA3HAYEHUWE W3AENNA

Ha6op npeaHasHaueH A1 NpoBefeHus npoueaypbl SHAOCKOMMYECKOW MOIHOCTEHHOW

pe3ekunn C/IN3NCTOMN BEPXHUX OTAENO0B XeJlyAO04YHO-KULLEYHOIO TpakTa.

2. KOMIMJIEKT NMOCTABKW

| Habop MHCTPYMEHTOB [/151 NPOBeAEeHUS
3HA0CKOMUYECKON MNONHOCTEHHOW pe3eKunn CIM3NUCTON
BEPXHWX OT/E/0B XXeyA04HHO-KMLLIEYHOrO TpaKTa B
COCTaBe:

1. Cuctema HanoxeHus knnnc FTRD sHgockonuyeckas
C Kuncamm
11 FTRD knunca

1.2 Hutb

1.3 AncTanbHbii konnayok FTRD

1.4 KonbLo Ha anctanbHoM Konnadke FTRD
1.5 Katywka-pykositka FTRD

1.6 MONN3TUNEHOBBIN 3aLMUTHBINA YEXO0N
1.7 MNnacTrkoBas neHTa

1.8 MNeTnsa anekTpoxupypruyeckaa FTRD
1.9 KateTep gns nposefeHNs HATU

2. 30HA ansa koarynaumm FTRD

3. WWnnupl 3axBaTtbiBatowmne FTRD

4. BannoH-paclmpuTenb

5. NpoBOAHMK

6. [lnccekTop KoarynsumoHHbIM

7. VIHCTPYKLUMA MO NPUMEHEHWIO

(Oanee - Habop MHCTPYMEHTOB)

1wTyKa

1wTykKa

1wTykKa
P3H 2017/5662 ot 01.04.2020

luwTyKa
P3H 2017/5662 ot 01.04.2020
P3H 2017/5662 o1 01.04.2020
P3H 2017/5662 o1 01.04.2020
P3H 2017/5662 oT 01.04.2020
P3H 2017/5662 ot 01.04.2020
P3H 2017/5662 ot 01.04.2020
P3H 2017/5662 ot 01.04.2020
P3H 2017/5662 ot 01.04.2020
1 wryka (npy Heo6XxoAMMOCTHN)
1 wTryKa (Npy HeobXo04MMOCTI)
1 wryka (Npy Heo6XoAMMOCTK)

1wTyKa

3. ObWME CBEAEHUWA MO NMPUMEHEHUIO U SKCITTYATALUNN

YcnoBua NpUMeHeHUs usgenus - OTAEeNeHUs XUPYPrum U 3HAOCKONUW NeYebHbIX

yUpexaeHuii.

Ha6op NHCTPYMEHTOB ABJIAETCA N3gesinemM oAHOKPaTHOro npnMmeHeHus.

Habop WHCTPYMEHTOB $IBNSIETCS CTEPW/IbHbIM M3genvem (CTepunm3aums 3TUIeH

oKcua).
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B 3aBMCMMOCTM OT MNOTEHUMa/IbHOTO pucka MpuMeHeHnss Habop WHCTPYMEHTOB
OoTHOCUTCA K Kknaccy 26 (cornacHO npukasa MWHUCTEPCTBa 34paBOOXpaHeHus
Poccuiickoii tpepepaumm NedH ot 06.06.2012)

CteneHb 3awmTbl IPX0 no NOCT 14254-96.

Bug MeANLNHCKOro n3genus B COOTBETCTBUU c HOMEHK/1aTypHOW
Knaccudmkaumen — meguuuHckux — msgenuin - 328560. Mpo4yHOCTb  M301sUMK
WHCTPYMEHTOB [0/KHAa COOTBeTCcTBOBaTh TpeboBaHuamM n.8.5.1.2 NTOCT 60601-1-2010

ana n3genvia, nutarowmxcs ot cety 50y, 220 B.

4. TIOKA3AHVA K NMPUMEHEHUIO

Habop VMHCTPYMEHTOB NpUMeHsIeTCs A/ NpoBeAeHUs npoueaypbl 3HA0CKONUUECKOl
MO/THOCTEHHOV PE3eKUMN CIT3NCTON.
5. MPOTUBOINOKA3AHINA

HaGop WHCTPYMEHTOB 3amnpeLieHo WCMonb3oBaTb MNP  Ha/MuuM Yy  nauueHTa
NPOTMBOMNOKA3aHWUIA K r'MOKOW 3HA0CKOMNUMN.

» Habop MHCTPYMEHTOB 3anpeLLeHo NPUMEHSITb BO3/1e 30Hbl CTEHO3A

e Habop WHCTPYMEHTOB 3anpelleHo NPUMEHsSITb Mpy cpaluvMBaHMM 06O0A0YHON W
NPSIMOA KULLKW C COCEZIHMMN OpraHamMm.

e Habop VHCTPYMEHTOB Hesb3s JIPUMEHSITb, €C/IN OYEBWUAHO, UTO noAds/iexalluii
PE3EKLMN YYyacTOK TKaHeli Henb3s MOSIHOCTLI WCCeYb W pe3ekuus npoiget
HACKBO3b MOPAXEHHOr0 y4acTKa TKaHeil.

» He wncnonb3ayiite Habop WHCTPYMEHTOB [71S1 NALUMEHTOB C KapAMOCTUMY/ISITOPOM

UK APYTMMA aKTUBHBIMW MMMNIaHTaTamMm
6. BO3MOXXHbIE OCNTOXXHEHNA

KpoBoTeueHue B 06n1acTv npoBeaeHnsi npoueaypbl

MospexaeHne win nepdopaums CTEHOK TO/ICTON UMK NPSIMOA KULLIKA
MoBpexaeHne cocegHnx opraHoB

HepocTaTouHbIi remocTas B 06/1acTy NpUMEHEHUsT Habopa.
HepoctaTouHblli aHacToMo3 B 06/1aCTV NPUMEHEHUS Habopa.
CyxXeHne npocseTa Nnosioro opraHa B 06/1actv NpUMeHeHns Habopa

NHu1umpoBaHne 30HbI BMeLlaTebCTBa
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7. MEPbI MPEAOCTOPOXHOCTN

Mepen UCMoNb3oBaHUEM Habopa MHCTPYMEHTOB NPOBEPbTE KOMMOHEHTbI Ha
caurion MOBPEXAEHNS 1 ApyTue fedieKTbl. BpakoBaHHble AeTann MOryT Bbi3BaTb

HenpaBWbHYO PaBoTy UHCTPYMEHTA UMW NOBPEXAEHUS Y NaLMEHTa.

HeKoppeKTHOe MCMO/Mb30BaHVEe MOXKET BbI3BaTb MOBPEXAEHMS Y NaLMEHTA; HANpUMep, Kaunca

MOXET ObITb BbLUYLLEHA NN MOXKET BbINacTb C AUCTa/IbHOI0 KoJinavKa cnyqaﬁHo.

MakcvMasibHas cuna 3N1eKTpuYeckoro NMnynbca AoJIXHa npesbiwarb Win
cfjjim  6bITb paBHOM MakcMasibHOMY NMUKOBOMY HanNpPshKEHWU0 Ha BbIXoge, npu
KOTOPOM MHCTPYMEHT paboTaeT B COeJMHEHUN C COOTBETCTBYHOLWNM BY-reHepaTopom B

HaANIeXalleM pexume aKcnayaTaluu.

CINTKX

Mepef NCnosb30BaHWeM CriefyeT BHUMATEIbHO NMPOUUTaTb HACTOSILLYH MHCTPYKUMIO.
Monb3oBaTeb AO/MKEH MOMHOCTLIO NOHUMATb, Kak paboTaeT Habop M Kak C HAM
obpaulatbest. Monb3oBaTesib Ao/HKEH yOeanTbes, YTO Habop UHCTPYMEHTOB cOGpaH ©

MCNOMb3YETCA B COOTBETCTBUN C UHCTPYKLUMER MO NPUMEHEHMIO.

Bce KOMMOHeHTbI Habopa UHCTPYMEHTOB NpeHa3HaueHbl TONbKO /11 0HOPa30BOr0
A CMONb30BaHUs. MaTepuanbl, UCMO/b30BaHHbIE B NMPOAYKTE, He MPeAyCcMaTpuBaoT
nepepaboTKy U MOBTOPHYH CTEPUM3aLuto. KOMMNOHEHTbI Habopa MHCTPYMEHTOB paspaboTaHb
ANs 0]HOPa30BOro UCMO/Mb30BaHWS Y OAHOIO NaLMEHTA 1 He NpeAycMaTprBaloT MHOTOPa3oBoro
MCO/b30BaHUSI.
MepepaboTKa 1 NOBTOPHOE MCMO/b30BaHME OIHOPA30BbIX MPUGOPOB MOXKET HaBPEAUTb
nauueHTy (HeafieKBaTHOe (hYHKLIMOHMPOBaHWe, HEAOCTaTOUHAS CTEPUIBHOCTb, 3apaXKeHNe,

KOpPO3us UNn Apyriie YXyALIeHNs KauecTea).
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[Mepen UCMonb30BaHMEM, NOXA/YIACTa, Y/40CTOBEPbTECH, UTO YMAKOBKa HE NMOBPEX/eHa 1
MpOBepbTE CPOK rOAHOCTY. Henb3si rapaHTMPOBaTh CTEPUIbHOCTL NMPOAYKTA, EC/IN YMNaKoBKa

MOBPEeX[eHa, NN UCTEK CPOK FOAHOCTU.
MPT-nH(opmaums

Knuncel FTRD aBnsatotca MPT-coBMeCTUMbIMU. [MauneHTobl, NpoLuesLlmne nevyeHue
AaHHbIM NPUBopPoM, MOTyT 6bITh 630MacHO CKaHMPOBaHbI CPasy XKe Noc/e pasmeLLeHns

MpU cneflyroLLnX YCIOoBUSIX:

- [1ocTossHHOE MarHMUTHoe nosne 3 Tecna unu MeHee,

- MpOCTPaHCTBEHHbIN rpaAneHT MarHUTHOro nonsa 720 Maycc/cm unmn MeHee.

HarpesaHwue, cBa3aHHoe ¢ MPT

Knuncel FTRD npoussoaniv HarpeeaHne meHee yem Ha 1,70C Ha makcumyme MPT
CUCTEMbI, C Y4ETOM TOrO, YTO CPeLHASA YAebHaa noraowaeMas MowHocTs (YTM) Bcero
Tena coctasnana 3BT/kr 3a 15 MmuHyT B 3-Tecna (3-Tecna/128Mr u, N3nyyatowas,
MporpammHoe o6ecniedeHne G3.0-052B, IxeHKepan dneKTpuK Xenckanp, Munyoku,

wtat BUCKoHCKMH) MPT cucTembl.

Bcnepctsue atoro, ceasaHHoe ¢ MPT ucnbiTaHue Ha HarpeBaHue knunc FTRD npu 3
Tecna, ¢ UICNONb30BaHMEM MpUeMonepeatoLLeli paaMoYacTOTHOW KaTyLwwkn Ha MPT
cucTeMe fano pesynbTart cpefHel yAenbHOW nornowaemoin mowwHoctn (YTM) Bcero
Tena B 3BT/Kr (K npumMepy, accouMmMpoBaHHONM C M3MEPEHHBLIM B Ka/IOpUMETPe 3Ha4YeHNeM
2,8BT/Kr), 1 NoKa3a/10 MaKCUMaJIbHbIA YPOBEHb HArpeBaHus, BbISBUBLUMIACA B CBA3W C

3TVMM CMEeLMNYECKUMI YCNOBUSMU Ha YPOBHE MUK HUXe +1,70C.

NHopmaLms 06 NCKaKEHMSX
, KauectBo MPT n306paxeHIs MOXET OKa3aTbCs M0/, BOMPOCOM, C/1 30Ha MHTEpeca
j HaxoaMUTCs HeMmocpeACTBEHHO UMM HemoaaneKy OT MecTa pacnonioXxeHus kamnc FTRD.
! BcnecTare 3TOF0 MOXET 6bITb HE06X0AMMa ONTUMM3ALUS NapameTpoB MPT

| 306paXKeHNs A1 KOMMEHCaLMM NPUCYTCTBUS AaHHOTO YCTPOICTBa.
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Pasmep 30Hbl  543MMm2 112mm2 984mm2 402mMm2
OTCYTCTBUS

CuUrHana

8. OINMMNCAHWVE N3OENNA

Habop MHCTPYMEHTOB:

FTRDsnare

QFTRD appiicafor cap
OrTRD dip OFTRD hand wheel

1. Katywka-pykosatka FTRD (P3H 2017/5662 ot 01.04.2020)

Mpn BpaweHUn KaTywKku-pykoAaTkn FTRD npoucxoguTt HaTsaXeHue HUTu, npu
BbITArMBaHMM 6€/10ro Kosbla Ha AUCTa/IbHOM KOHLUE KpbIWKM cpabaTbiBaeT domkcaTop.
[na ynpoweHua noHMMaHnsa aHHOro atana npolecca OH 0603HayeH kak 1.

2. OuctanbHbIn Konnadok FTRD

AncTtanbHbil konnavyok FTRD ycTaHOBMEH Ha AWCTa/IbHOM KOHLE 3HAockona W
OCHallleHa (hrkcaTopoM 1 neTnein aneeTpoxmpypruyeckoii FTRD

Konbuo AUCTa/IbHOro Kosinayka pacrnosioXeHo Ha AucTasibHoM konnaydke FTRD Huxke
dovkcaTopa. HUTb Kpenutcs K AUCTa/IbHOMY KOMNauvky M KOJbly W UCMOMb3yeTcs A1
0CBOOOXAEHNA domKcaTopa.

AncTtanbHbll konnayvok FTRD npepgHasHayeH O/ UCNOMb30BaHUA CO CTaHAapTHbIMU

rMokMmMmM aHgockonamu anameTpom 10.5-12.0 mm.
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3. MNetna anektpoxupyprnyeckas FTRD (P3H 2017/5662 ot 01.04.2020)

MeTnsa anekTpoxupyprudeckaa FTRD aBnaeTca MOHOMOMAPHbLIM BbICOKOYACTOTHbLIM
nspenvem (BY). Metnsa M3rotosnieHa U3 HepXaBerLlen CTaln U MHTErpMpoBaHa B
ANCTa/IbHbIA KOHEL, ANCTasIbHOrO Kosnayka. Mmokuii Tybyc neTnmn HanpasneH BAOMb
3HAOCKOMNa Mo BHELUHEN CTOpPOHe.

Metna anekTpoxmpypruyeckaa FTRD cocTouT u13:

- Pykostkn (A) ANs 3aKpbITUa NeTnu;

- BY-pa3bema, 3-mm witekep (B);

- T'mékoro tyéyca (C);

- bnokmpartopa netnun, npegoTepaliarollero cnyyvariHoe otkpbitue (D). Ans
YNpOLLEHNS NOHMMaHWA AaHHOro 3Tana npouecca OH 0603HayeH Kak 2.

- DnekTpoa-neTn, BCTPOEHHOW B ANCTaNbHbI Konnadok FTRD (E).

MakcumMasibHast cuia  3/1eKTPUYEeCcKoro MMnynbca AO/DKHa MpeBblwaTb Win  ObiTb
paBHOWN MakCMMaslbHOMY [MKOBOMY HarnpshKeHU0 Ha BbIXode, nNpu  KOTOPOM
WHCTPYMEHT paboTaeT B COeAMHEHMM C COOTBETCTBYKLWMM BY-reHepatopom B

HaA/IeXalleM pexrMme 3KChyaTaLmu.

4. Knnunca FTRD
Knunca FTRD cocTouT 13 cynepanactuyHoro cnnasa ¢ namatblo dpopmbl (Nitinol®) n

npefHasHayeHa [Ans 3axBata 60/bWOr0 obbema TkaHel. Bnarogaps csoicTBam
mMaTtepvasia nocsie MNpUMEHEHUs Ha TKaHAX (puKcaTop BO3BpallaeTcsa B MCXO4HOe
COCTOSIHME W TEM caMbiM 3aXMMaeT TKaHU Mexay ornopamy 3yObsMU  KUMCHI.
Matepuan kauncel FTRD - HutnHon (Nitinol®) - MPT-cOBMECTUMBIA.

Mo cpaBHeHuto ¢ knuncoir OTSC (14t), comkcatop FTRD umeeT AONOAHUTESNbHbIE

3y6UMKI MO Kpasim 718 ONTUMM3aLMKN OMKCaLUMN TKaHel BAONMb WX rpaHuL,
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Knunckl FTRD 3akpenneHbl Nog MexaHUY4eCKUM HanpsXXeHMeM Ha AUCTa/IbHOM KO/MnaykKe.

LLIMpUHA 30HbI CXaTVS = LUMPUHA KIMNNUPOBaHWS (a)

Tabnuua HUXKe NOKa3sbIBaeT pasMep KAUMC 1 AMCTaNIbHOTO KoJnavka

LY o

12,4 mm 19,5 Mm

O6beEM KNMNMNMPOBaHHOW TKaHN BapbupyeTcsi B 3aBUCUMOCTM OT 06bemMa TKaHMU,
3aTAHYTOro B AWUCTasIbHbIV KONNAYyoK. Takum 06pa3oM, LUMPUHA 30HbI KUMNMPOBAHHOW

TKaHM MOXET npesBbillaTb WNPUHY KNMNnmpoBaHUA K/TUNCLI.

5. MonuatnneHoBbI 3awnTHbIN Yyexon (P3H 2017/5662 ot 01.04.2020)

Mocne ycTaHOBKM AUCTa/IbHOTO KO/Mayka Ha 3HA0CKON MOSIM3TUMIEHOBLIA 3alUMTHbIN
4yexosi, YXe YCTaHOBJ/IEHHbIN Ha Tybyce neTaun-anekTpoxmpyprudeckorn FTRD,
3aKkpennseTca Ha guctanbHOM Konnadke FTRD ¢ nomowbio nocTtaBnsemoli B
KOMMN/IEKTe NNacTUKOBOW NEHTbl M pasBopayvnBaeTcs A0 MNPOKCMMasIbHOTO KOHLUA
aHpockona. MonnaTUAEHOBbLIV 3alMTHbIA YeX0N NpefHasHavyeH A/1a 3awmTbl TKaHen
npy BBELAEHUV B OpraHvu3m Habopa MHCTpymeHToB FTRD v ona HanpasneHus netnu

3NEKTPOXMPYPrMYeckoli BAOb BHELLUHEN CTOPOHbI BBOAMMOrO Ty6yca aHAockona.

6. Katetep ona nposeneHna HUtm (P3H 2017/5662 ot 01.04.2020)
Katetep, noctaBnsemblii B KOMMNEKTE, ABMAETCA NPUCNOCOB/eHeM, UCMOMb3yeMbIM
npu coéopke Habopa MHcTpymeHToB FTRD. OH ucnonb3yetcsa And NpoTSArMBaHuUs HUTU

CKBO3b pabounii kaHan aHagocKona.
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Katylwka-pykositka FTRD MOHTMpyeTCA Ha OMOMCUHBLIA KnanaH Ha paboyem KaHane

aHAOCKONa M KPenutca npyv  MOMOLUM peMellka C  3aCTEeXKON-«/INMNYyYKom» (4.
CHuMatoTcsl ABe KabesbHble CTSHKKM Ha CTEpPXXHE NeT/n anekTpoxmpypruyeckoii FTRD.
Ha aHpockon HageBaeTcs MNOMMITUIEHOBBIN  3aLUMTHBIA  YeXOsi, HauuHas C
ANCTaNbHOM CTOPOHbI gUCTasibHOro konnadka (5).

[na kpenneHnsa UCTasibHOro Komnadka K AUCTaslbHOMY KOHLY 3HA0CKONa, HUTb,
NPVKPen/IeHHasa K ANCTasibHOMY Kosinadky, NpogeBaeTcs CKBO3b pabounii kaHau
3HAO0CKONa C UCNOoJIb30BaHMEM KaTeTepa A1a npoBeAeHuss HATK (6-A) N NoXoXero
NHCTpyMeHTa (6-B). ¥Y3en Ha HUTK 3aKMMaeTcs B npegHa3sHauYeHHOM 419 Hero
OTBEPCTUM B KaTyLUKe-PYKOATKE. HUTb HatarmBaeTcs BpalleHneM KaTyLuKu1 Mo 4acoBOW

ctpesnke (7).

AncTanbHbl  KONMNAYyoK HeobxoAuMMO YCTaHOBUTb HAa KOHel, 3HAOoCKona Takum
o6pa3oM, 4TOOblI HWUTb MNpPOXOoAuna 4epes pabounii KaHan BepPTUKA/IbBHO U He
npenaTcTBoBasnia pabote aHgockona (8). Ybéeautecb, YTO HUTb He OGepHyTa BOKPYr
Tybyca netnn anektpoxupypruyeckorn FTRD. [AuCTasibHbIA KOHEL, 3HAO0CKONAa A0/MKEH
onupaTtbCA Ha CTOMOpP AuUCTasibHOoro konnadyka FTRD (18). Ty6yc netiu
anekTpoxupyprudeckor FTRD pacnonaraetcs B kapmMaHe MOJ/IM3TU/IEHOBOIO
3awmTHoro yexna (9).

Bbiwe Ha puc. (8) nokasaHo npasuibHOE MOMOXEeHMEe ANCTa/IbHOrO Kosinayka Ha KOoHue
3HAockona. flanee HUTb HaTArMBAETCA C NOMOLLIO KaTyLUKU-PYKOATKM 40 COCTOAHUSA
nerkoro HanpsbkeHus (7). MoaMaTUNEHOBbIN 3alMTHBIN YEXON HaAeBaeTCs Ha
ANCTaNIbHbIA KONA4YoK 1 CHAMAETCs KabenbHas CTshkka, Haxogsawasacs 6nmke K

[AVCTaNIbHOMY KOJnauKky.
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f/GoHa, NONNATMNEHOBOIO 3aLLMTHOTO Yexsa criegyeT NPUKPenuTb K 3HA0CKONY
MPVYMEPHO Ha PAcCTOSIHMKN 2-3 MM Haj, ANCTaNIbHOM KOJINaykoM, MCMosb3ys
MOCTaB/IIEMYIO B KOMIM/IEKTE NNACTUKOBYHO /IEHTY. MNacTukoBasi IeHTa He Ao/mkHa

KacaTbCsl AMCTa/IbHOTO Ko/nayka, oHa pacnosiaraeTcsi YyTh Bbiwe (10).

10

MONU3TUNEHOBBIN 3aLUWTHBIA YEeX0N 3JHAOCKOMAa HaTArMBaeTCcs Hasaf B CTOPOHY
GMKHEro KOHLA 3HAOCKOMa Mpu MOMOLWM HEeO6O0/bLIOW TPYyoOKM, Ha KOTOPOM OH
pacnonaraetca. pyv 3ToM OH pa3BopaynBaeTcd. CHuMalTcsA BTOpas KabenbHas
CTSDKKa U ManeHbkas Tpyoka (11).

B uensx 6e30nacHOCTM OCYLLECTB/IATb MNOAK/T0YEHNE MHCTPYMeHTa K BU-reHepaTopy
npsAMo nepeg, npUMeHeHneM Habopa MHCTpyMeHToB. (Cobntoaarite MHCTPYKUuunM K BY-

reHeparopy.)
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7. Wnnuypl 3axBatbiBatowme (P3H 2017/5662 ot 01.04.2020)

LWmnupl 3axBaTbiBatowme FTRD npeacTtaBnsitoT COO0M MHCTPYMEHT ANS TMOKOIA
3HAOCKONWUW, NpefHa3Ha4YeHHbIN ANS 3axBaTa U NepeMeLLEeHNst TKaHel B XXenyao4vHo-
KMLLEYHOM TpakTe, B YaCTHOCTWU, MPW MCMOJIb30BaHUN Habopa UHCTPYMEHTOB.
MuHUManbHbIN guameTp paboyero kaHana He MeHee 2.8 MM B fuameTpe npu
CaMOCTOATE/IbHOM NPUMEHEHUN U HEe MeHee 3.2 MM Mpu NPUMEHEHUN BMeCTe C

Habopom MHCTpymeHToB FTRD.
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OMUCAHVE COCTABHbIX YACTEW

3axnm FTRD cocTouT 13 cneaylowmx 3/1IeMeHTOB:
- pykosiTka (A)

mcnangep (B)

mrnoKas Tpyoka, annHa 2200 mm (C)

*6paHwun (D)

-3aMOK NHCTpymeHTa (E)

Wnnubl 3axBatbiBaowme FTRD BXoAAT B /IMHEWKY M3Aennini Habopa WHCTPYMEHTOB
FTRD u noctaBnsieTca B CTepU/IbHOM Buae KomnaHuel «Ovesco Endoscopy AG» kak

4yacTb KOMMekTa Habopa MHCTPyMeHToB FTRD.

8. 3oHpg ana koarynaumm FTRD (P3H 2017/5662 ot 01.04.2020)

3oHA ans koarynsaumm FTRD - MOHOMOASIPHbIA BbICOKOYACTOTHbIA UHCTPYMEHT ANst
MapKMPOBKM TKAHEN NMpUMEHSIEMOI B rMOKOIM aHAOoCKoNnU. MUHUManbHbIR agnameTp
paboyero kaHana 2.8 MMm.

3oHA ana koarynauum FTRD BXoguT B IMHENKY U3Aennini Habopa MHCTPYMEHTOB
FTRD u noctaBnseTcs B CTEpUIbHOM Buae koMmnaHuein «Ovesco Endoscopy AG» kak

yacTb Habopa nHcTpymeHToB FTRD.
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9 bBannoH-pacwmpuTens

BannoH-pawmputens NpuMeHsieTcst A/1si pacluMpeHnst npoceeTa niuliesoaa ass
3aBefieHVs1 AgucTasibHOro konnavka FTRD nepefn npumeHeHveM Habopa a/s

NOJSTHOCTEHHOW pe3eKLunn.

[OnvHa nHctpymeHTa -1800 mm, agnameTtp pasgyTtoro 6asioHa 20 MM, givHa

6annoHa 60 Mm.

10. lMpoBogHUK

00.89mm/0.035*

HWTMHONOBBLI NPOBOAHMWK NPEeAHA3HAYEH A/151 NPOABXEHUS MHCTPYMEHTA Mpu

npoBeAeHNV NOSIHOCTEHHON pe3eKLn CM3UCTOM.
OnvnHa nposogHuka - 3700 Mm

OuameTp npoBogHuka - 0,89 Mm
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l1.OnccelcTop KoarynsUnoHHbI

[nccekTop KoarynsuMOHHBLIA  MPUMEHSEeTCA O/19  OCTaHOBKM  KPOBOTEYEHUS  npu
npoBefeHN NOSTHOCTEHHOW pe3ekunn CN3UCTOM.

[OnvHa nHcTpymeHTa: 1650 Mm

JuameTp MHCTpymMeHTa: 2,5 Mm

[dnuHa paboyei yactn: 13 Mm

[OnvHa 6paHw: 6,5 Mm

Yron packpbitva 6paHL: 90 rpagycos

9. YCNOBUA N MPABUNA SKCIIJTYATALINN

9.1. lNoArotoBkKa K UCMOJ/1Ib30BaHMUIO

Mepen wCNoMb30BaHWEM W3AENWIA MPOBEPLTE KOMMOHEHTbI Ha npeameT
cfnw TpewuH n npounx gedpektoB. 3aMeHWTe Bce Ae(eKTHblE YacTM Ha HOBbIE.
[ledhekTHble YacT MOryT Bbi3BaTb HEVUCMPABHOCTb UM HAHECTU TPABMbl NALMEHTY.
HenpaBunbHOE MCMNOMNb30BAHNE TaKkKe MOXET TMPUBECTM K HaHECEeHWo TpaBMbl
NauyveHTy WM Bpady, Tak Kak Kaurnca MOXeT C/lydaiiHO pa3BepHYTbCSH WM COCKOUNUTL C

Konavka.

Q O6paTTe BHUMAaHUE Ha MOBPEX[EHUs YMaKOBKM W AATy OKOHYaHUS cpoka

WWHN rogHoctn. B cnyyae, ecniv ynakoBka noBpeXxgeHa WM CPOK TFOAHOCTU yXe

NCTEK, CTEPU/IBHOCTb NPOAYKTa rapaHTupoBaHa ObITb HE MOXET.
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, N Bce nsgenuna OVESCO npegHasHavyeHbl UCKIOYNTENBHO 419 04HOPAa30BOro
/1'\ umcnonb3oBaHus. MaTepuasibl He BblAEPXMBAKOT BTOPUYHOM 06pPabOoTKM U
MOBTOPHOM CTepum3aumn. KOMNOHEHTbI paccunTaHbl Ha UCNOb30BaHue A/1s

a[HOro NauyeHTa 1 He NepeHOCAT MHOTOKPaTHOro NMpUMeHeHUs.
BropuyHaa o6paboTka W  NOBTOPHOE  UCMNOMIb30BaHME  OAHOPAa30BbIX
«JION MHCTPYMEHTOB MOTYT HaBpeauTb nauueHTy (HeHazsexaiias akcryarauus,

HeJlocTaTouHasi CTEPUNbHOCTb, 3arpsi3HeHMe, KOPPo3ns 1 NpoUme HapyLLeHUs).

MPELAYNPEXAEHWE / MEPbI MPEAOCTOPOXHOCTWU

. Bpau po/mkeH y6eguTbCA B TOM, 4TO MNPUMEHEHMEe Habopa WHCTPYMEHTOB
NMPON3BOAATCA B COOTBETCTBUM C MHCTPYKUMEN MO NPUMEHEHUIO.

. Knmncel FTRD  MOHTMpYHOTCA Ha OUCTa/lbHOM  KOJimavyke C  BbICOKMM
MeXaHU4YeCcKUM HaTshkeHnem. B CBA3M C 3TMM CyllecTBYeT PUCK TpaBMbl B pesynbrarte
HeHaZnexawero ob6bpalleHns, Kak na Bpaya, Tak W Onsa nauyweHta. B uucrio
BO3MOXHbIX NPO6/1IeM BXOAAT HenpesHaMepeHHoe OTNyCKaHue KUMCbl v OThnycKaHue
B HeLlenieBoOM MecTe.

. N3penva Ovesco coBMeCTUMbI ApYyr € ApyroMm. MNepeg Ncnosib3oBaHNeM U3LeNuii
Ovesco BMecTe C U3genusamu gpyrux npom3soamTeneil, Bpad AO/HKEH yoeanTbCa B TOM,

YTO N34eNA COBMECTUMBI C TOYKN 3pPEHNA LI,EﬂGBOVI obnactn NPUMEHEHNA.

9.2 Tlepepn ncnosiboBaHNEM

- VicnonbayiiTe n3genve ToNbko B NpeayCMOTPEHHbIX Liensx.

- levawmii cneunannct fomkeH yoeauTbecs, YTO pasmep NopadkeHHOro yvyacTka,
noasexallero pesekuuu, He npeBbIlaeT eMKOCTU agucTasibHoro Konnavka FTRD.

- Habop nHcTpymeHToB FTRD npepgHasHayeH Ans MCNOJib30BaHWs CO CTaHAapPTHbIM
TMOKMM 3HAOCKONOM C paboymm KaHasioM He MeHee 3.7 MM.

- ECNn MHCTPYMEHT BBOAMTCA B TOT Xe pabouunii KaHaul, YTo U HUTb cuctemMbl FTRD,
ybeanTech, YTO HUTb Crierka HaTtsHyTa. B npoTMBHOM criydae oHa MoXeT 06epHyTbCA
BOKPYI MHCTPYMEHTA.

- PekomeHayeTca 3apaHee NpoMapKnpoBaTb UCCEKAeMbI yH4acTOK Ana obecrneyeHuns
nydwen suammoctu (Mcnonb3ya 3oH4 ansa koarynsauun FTRD).

- [eTna anekTpoxmpyprnyeckaa FTRD gomkHa nogcoeanHATLCA K MOHOMONAPHOMY

BbIXOA4Y BbICOKOYaCTOTHOIo reHeparopa C nomMoLlibio COOTBETCTBYHOLLEIO akKTUBHOIO
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abensa v Jo/MKHA UCMO/1b30BaTbCA TOTLKO A/19 MOHOMOJIAPHOTO KOarynsunoHHOro
raka.

mleTno anekTpoxupyprmuyeckyto FTRD MOXHO noacoeanHATh K cTaHAapTHbIM BY-
reHepatopam.
- He ncnonb3yite NHCTPYMEHT ANS NaUMEHTOB C KapAMOCTUMY/IATOPOM UAW ApYrMMI

aKTUBHbLIMW NMMJTaHTaTaMu.

9.3 JkcnnyaTtauysa
Mepbl 6e30nacHoCcTu /Xna npegoTBpalleHns BU-0xoros:
- Bcerga HagesaliTe nepyaTtkvi nepes Ucnosib30BaHMEM.
- MNepep BkoyeHnem BY-reHepartopa yoeamntech, YTo paboTarownii KoHew, NeTnm
3N1EKTPOXMPYPrMYECcKOi 1 30HAA A/1A KoarynsumMm He KacatoTca 3N1eKTPonpoBOAALLMX
3/1EMEHTOB.
- Mpwn BkItOYeHHOM BY-reHepartope paboTtalowmii KoHew, neTnu
3/1EKTPOXMPYPrMYECKOn 1 30HAa ANA Koarynsumm Bcerga LO/MKEeH HaXoauTbes B
30He BUAVMOCTU Mosib30BaTesis.
- Hukorga He knaguTte u3genune Ha nauueHTa Win B HENOCPeACTBEHHON 6/1M30CTH
OT Hero.
- OTK/IHOYaliTe pexvM aBTomMmaTuyeckoln aktneauum BY-reHepartopa, ecnv nget
npoLecc 3HAOCKOMUN.
[MogrortoBka:
Mepepn npumMeHeHneM Habopa MHCTPYMeHTOB FTRD Heo6Xxo4MMO npomMapkMpoBaTh
o6s1acTb pe3ekyun. 18 3Toro BBeAnTe, BXOAALMIA B KOMINIEKT, 30HA, 418 Koarysauun
FTRD B MHCTPYMEHTasIbHbIV KaHas1 3HAO0CKONa U OCYLLEeCTBMTE MapKUPOBKY npu
noMoLUM n3genus B 06s1actn UHTepeca.
Mpw cyLLecTBEHHON HENPOXOAMMOCTI NULLEBOAA Nepes npoLenypor HeobxoanMo
ncnonb3oBatb 6annoH-pacwmpuTens. nsa 3Toro, nposeauTte 6as1/1oHy Mo
WNHCTPYMEHTa/IbHOMY KaHasly 3HA0cKomMna 1 pasayite A0 Heo6xoanmoro AvamMeTpa npu
NOMOLLM YCTPONCTBA ANA pasfyBaHus (He BXOAUT B KOMMEKT). NpoBeanTte gvnaraumio
npu nomowy 6annoHa 1 n3BeknuTe GasoH.
Ecnn B npouecce gunatauun passuiocb KPOBOTEYEHME, HEOOXO0AMMO UCNONb30BaTb
KoarynsuMoHHbIN guccektop. MpoBeanTe MHCTPYMEHT NO KaHay aHAocKona,
nogknounte Kk 9XBY-annapaty 1 ¢ ucnonb3oBaHnemMm ctaHgapTHoIX OXBY HacTpoek

ocyuwiecTeuntTe remocrtas.
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3e/e Annataummn Mcnonb3yiTe NPOBOAHVK A1 NpoBeAeHust Habopa Anst ANCCeKLUm

ONPOBOAHUKY, AN 60/M1ee YBEPEHHOTO NO3ULIMOHNPOBAHKSA Habopa.

lNpoBegeHve npoueaypbl:

[Mocrie ocyLecTBEHUS MapKUPOBKN Npon3BeanTe COOPKY CUCTEMbI HAUTOXEHWUSA KIUMNC
FTRD B cooTBeTCTBUM C NYHKTOM 8. pn cbopke aHA0CKON AO/HKEH HAXOAUTCH B 30HE
NPAMOI BUAUMOCTK, NPY 3TOM Hesb3sA AoNnycKkaTb CONpoTuBAeHus. PekomeHayeTcs
nepea c6opkon cmasaTb ANCTasIbHbIN KOHEL, 3HA0CKOMNa renem.

Mocne NpoxoXaeHnss 3HAO0CKONOM K 06/1aCT NpoBeAeHUs MOJTHOCTEHHON pe3ekunmn
C/IM3UCTON, NOAKNKUMTE NET/IH0 SNEKTpoxmpyprinveckyto FTRD K

3NEKTPOXMPYPrMyeckoMy 610Ky Uepes akTUBHBI LLHYP.

3axBarT TKaHeu:
MoaBeauTe AUCTaNbHbINA KONMNAYoK K 06/1aCTV BbINO/THEHUS npoueaypbl. Mocne 3toro

nposeaunTe, nayuwie B KOMNAEKTe, Wwunupl 3axsaTbiBawowme FTRD B
MHCTPYMEHTaU/TbHBIN KaHau1 3HA40CKONa 1 nogseanTe Ux K 30He uHTepeca. 3axBatute
06/1aCTb NopaxkeHus GpaHwamn WMnUoB 1 NyTem NpPoABYKEHUS LWMMLIOB B
NHCTPYMEHTASIbHbIA KaHaUsl, NOATAHUTE NOpPaKeHe B AUCTasIbHbIA KOMNAYoK, Tak,
4yTOObI NPOMapKMpoBaHHasa 3apaHee 061acTb NOMHOCTLIO 3axoAnna B AUCTa/IbHbIN

KO/IMa4vokK.

Mpn aTOM nosib3oBaresb AO/MKEH YOeanTbCA, YTO pasmep NopaxeHHOro
M\ yyacTka coBnagaeT C pasMepom guctasibHoro konnayka FTRD n

MOPaXEeHHbI Yy4aCTOK NOSTHOCTbIO yMeLaeTcsi BHYTpU Konnadka FTRD.

Mo npnynHe NoBbLILWEHHOIO puUcka 04HOBPEMEHHOro 3axBaTbiBaHNUA COCeaHUX TKaHeWn

WM OpraHoB, He criefyeT acnupupoBaTb TKaHW B AUCTaslbHbIA Konnavok FTRD.
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33aBMCUMOCTI OT aHaTOMUKN, MOTYT NOABUTLCA 3aTPyAHEHUSA C 38.60pOM TKaHel no

npuynHe 3aTeepgeBaHnA.

MpumeHeHune knuncel FTRD:

BpaweHnem katywku-pykoatkm FTRD no uvacoBol cTpesike, 6enoe  KO/bLO
npoTarmBaeTca Brepen, WM ocsBoboxpgaetcsa kaunca FTRD, Haxogswascs Ha
ANCTaNIbHOM Konnadke. MpoucxoauT 3axeBaT TkaHeil. [py 3TOM BaXXHO, UYTOObI TKaHW
AepXancb B COCTOAHUW JIEFKOTO HAaTSXKEHUS, C NMOMOLLbIO LWMMLOB 3axBaTbIBaOLLINX
FTRD, o0 MOMeHTa pesekunn. B pesynbTare TKaHu M AMCTaslbHbIA KOHEL, aHAocKona

6YayT YAepXnBaTbCS HA HY)KHOM MecTe.

Mpn ncnonb3oBaHMK LWMMNLOB 3axBaTbiBaloWmx FTRD BHyTpu paboyero kaHana
ybeamuTech, YTO KOHeL, UHCTPYMeHTa A0CTaTO4YHO 1y60KO 3aTsaHYT B AUCTa/IbHbIN
KO/INa4yoK 1 OCTaeTCs Ha MecTe Npu NpuBeAeHUV B AeNCTBMUE KAWNCbl. B NpOTUBHOM
C/lyyae CyLlecTBYyeT pUCK, YTO KIunca 3ageHeT Tybyc unam 4yacTb Onopsbl, 1 B

pe3ynbTate UHCTPYMEHT OKaXKETCA, MNPUKPENIEH K TKaHAM.

Mepes pe3ekupein ybeautechb, 4TO KMMNca 3akpernaeHa npasunbHo. Ecnn knnnca

A 3aKpeneHa npaBuibHO, 6enoe KoMbLO BbIABMHETCS BNepes K Kpato Kpbrnku. Takum
06pa3om, 6eioe Ko/bLO OCTaHETCS B 30HE BUAMMOCTY W Ha 3HLOCKOME MOXHO ByaeT
HabnoaaTh ero n3o6paxeHune. TobKO ecin 6eoe KosbLo NOMHOCTLIO BblABUHY/IOCH
Brepes K Kpato KpbILLKW, MOXHO ObITb YBEPEHHbIM, YTO KAMMca 3akpenneHa. Ecim
K/IUnca He 3aKpensieHa Haznexarntm o6pasom, aT0 MOXET MPUBECTU K nepdopaLmn
NPV NPOBEAEHUN PE3EKLNN.

Pe3ekuusi TkaHein

Mocne Toro,kak knmnca FTRD 6blna BbICBOOOXAEHA B 30HE UHTEPECA, HAXXMUTE Ha

3allMTHbIN 6/10KMPaTOP Ha NeTNe 3NeCTPOXUPYPIrNYECKON 1 NOTAHUTE criangep

NHCTpYMeEHTa Ha cebs, Npy 3TOM MHCTPYMEHT MNJIOTHO pa3MeLlaeTcs
BOKpPYT yyacTka TKaHu, nognexatlero pesekuuun. flocne atoro
noganTte ToK npu nomowy IXBY annapata.
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OcyuecTBNsSAETCA pe3ekums NOpPaXKeHHbIX TKaHE, NyTeM 3aTArMBaHus NeTiv, nogaum
TOKa W NOJIHOrO NnepemMeLleHns UHCTPYMeHTa B AUCTaslbHbI Ko/nadok. B npouecce
nccevyeHnss HeobxoaMMOo MNOCTOSAHHO NOATArMBaTb NET/0 B ANCTa/IbHbIA KOSINAYOK.
OXBY-annapart Ao/MKeH ObITb HACTPOEH TakuM 06pa3oM, YTOObI AOCTUrasIcs
[OCTaTOUHbIA pexyLmii achdekT. Iocne nccedeHms 3axaTblxX TKaHel, nogayva
3/1eKTponNnTaHns oTkNoYaeTcs. ocne 3aBepLUeHnst Npoueaypbl yaasiTe UCCEUYEHHbIN

y4acToK TKaHM.

Mepep, pe3ekunein BaxkHO yoeanTbCA, UTO KIMnca HaxoguTca B
NPaBUIBHOM MOJIOXEHUU N HYXXHbI YHaCTOK TKaHel HafeXHo
3aKpernJsieH BHYTpU AUCTa/IbHOrO KoJsinadka Hag knvncoii. Kpome
TOro, TKaHW OOJHKHbI ObITb HAAEXHO 3axBayeHbl WuUnuamm
3axBaTtbiBaowWmmMmn FTRD. Ecnuv TkaHU He 3addMKCUPOBaHbl HALEXHO BHYTPU
ANCTasibHOro Konnayvka FTRD, 3To MOXeT NpmMBeCTn K nepdoopauun Bo3se
KNIUMCbI B C/lyyae HenpegHaMmepeHHOro CoCKasib3blBaHUA AUCTa/IbHOIO

KoJinayka.

[NpoBepka

Mocne npoBeAeHns nNpoueaypbl, TWwaTelbHO OCMOTPUTE YAAIEHHbI y4aCTOK Npu
MOMOLLIM 3HAOCKOMA.

Y6eputech, 4to Knunca FTRD 3aHMMaeT npaBusibHOe MosioxeHne. MNpoBepbTe
Ha/IMune BO3MOXHbIX nepdoopaunii, HenpuemMsemMbIX CY)XXEeHUN NPOCBETOB U APYruX
aHoMausnii. OHM MOTYT NOBJIEYb HEOOXOANMOCTb APYIMX 3HAOCKOMUYECKUX UK
Xnpypruyeckmx npouenyp. NposepbTe UcCCeYEHHbIe TKaHN Ha HausInyme HenosiIoCTHbIX
y4yacTKOB, TakKe NoABEepriinxcsa ncceyeHuo. MNMpu nx Haimuymm BO3HUKaAET BEPOATHOCTb

nocneayoLmx nepdopauunii UM KPOBOTEUEHUIA B HEMOIOCTHbIX 30HAX.

JeMoHTaxX cuctemsl
Mpy pasbopke cucTeMbl HaoXeHus Kannc FTRD HWUTb pa3mMaTbiBaeTCs C KaTyLuKn-

PYKOSITKWN. [ANCTasibHbIN Konnavyok FTRD, coeAMHEHHbI C HATbIO U NeTnen
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cTpoxupyprideckoit FTRD, 0CTOPOXHO CHMMaEeTCs € 3HA0CKona BAO/b
HO/TM3TUIEHOBOTO 3aLLUTHOIO Yexsia
[Nocre cnosib3oBaHWA, BCe 3/IEMEHTbI YTUIUM3UPYHOTCA B COOTBETCTBUM C NMpaBuiamMu

/Tunusaumn.

FO.MATEPWAJbl N3OENNA

Ha60p MHCTPYMEHTOB A/14 npoBeaeHns 3HAOCKOI’IVI‘-I€CKOVI NMOTHOCTEHHOWA pe3ekunn

CN3NCTOIA BEPXHNX OTAENOB XEJTYAOHHO-KNLLEYHOIO TPpakKTa

Homep HasBaHue Cucrtema Martepunan/ CtaHpapT
KOMMOHeHTa Toprosas Mapka
cucTeMmbl
1 FTRD knunca Cuctema HanoxeHua Hwutu-C, HUTMHON ACTM ®2063
knunc FTRD
2 HuTb Cuctema HanoxeHuss PE Dyneema Purity SO 10993 -
knunc FTRD UGdtexIlOTSIOO 3,4,5.6,10,11,1
2
3 AvcTanbHbIn Cuctema HanoxeHus CAH .JinAHﬁBS EN71-9
konnayok FTRD knunc FTRD
4 Konbuo Ha Cucrtema HanoxeHus Xoctagpopm MT USP Knacc VI
ANCTaNIbHOM knunc FTRD 12001
Konnayke FTRD
5 Katynnca-pykoatka ~ Cuctema HanoxeHusa ABS-nnactuk USP Knacc VI
FTRD knunc FTRD (Novodur HD-15) n
(Maxithen
5BA6157) EN ISO 7153
Hep>kaBsetoLLas AI1S1303
cTanb 1.4301
CunnkoHoBas USP Knacc VI
npoknaska FDA 177.2600
6 KateTep ana  Cuctema Hanoxenus Tybyc: Bectamug FDA 21 CFR
NnpoBefeHNA HUTK knunc FTRD N, nonvamung 12 177.1500

Kprok: YnbTpamng,

Monnamug 6
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MeTns Cuctema HanoxeHusa Tepnrokc MABS USP Knacc VI

anekTpoxupypruyeck knunc FTRD 2812HD
aaPTKB ABS-nnacTuk
(Novodur HD-15) n
(Maxithen
5BA6157)
Tepmonnactuk PET
Monnamug PA
HepyxasetoLLian
cTa/lb
1.4301/1.4305/1.431
0]
8 MoNnaTUIEHOBBIN Cuctema HanoxeHusa [lonnatuneH USP Knacc VI
3aLUMTHBIA Yexon knunc FTRD HU3KoW nnoTHocT FDA 177.2600
(LDPE)
MnacTukoBas neHTa  Cuctema HanoxeHuss Msrkuii  nnacTuk
knunc FTRD PVC
10 30HA ans  30HA and koarynauuu PP CtamumaH P 1SO 1133, I1SO
Koarynsauum FTRD FTRD 16MI0 527-1/-2, 1SO
MakcuteH HP 75-1/2
5BA6187 EN  10088-1,
HepxkasetoLLian DIN 17449,
ctaib 1.4305 AlSI 316,
HDPE B5429 UNS S31600
ISO  10993-
3,4.5,6,10,11,1
2
u LNyl LLvnubl Hep)kaBetoLLas EN ISO 7153
3axBaTblBaloLue 3axBaTblBatoLLe cTanb 1.4301 AISI 303
FTRD FTRD ABS nnacTtuk

®T1oponnact PTFE ~ USP Knacc VI

12 bannoH- BannoH-pacwuputens ABS-nnactuk USP Knacc VI
paclnpuTesb (Novodur HD-15) 1 FDA 177.2600
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(Maxithen
5BA6157)

MonnatuneH

HWU3KON MMOTHOCTYU

(LDPE)
Monnamung PA
13 MpoBOAHUK MpoBoAHMK Hutn-C, HutnHon ACTM ®2063
14 AunccekTop [uccekTop HepxasetoLLas EN ISO 7153
KoarynsuMoHHbIA KOoarynsiuyOHHbIN cTasb 1.4301 AI1S1303

ABS nnactuk
®dT1oponnact PTFE ~ USP Knacc VI

11. TEXHUYECKUME XAPAKTEPUCTUKW N3OEJTNA

11.1 AnvHa HUTKU cucTeMbl HaoxeHus knnnc FTRD -2200 £75 mwm

11.2 MakcuMasibHbIA BHELUHWIA AMaMeTp AUCTaslbHOro Kosnayka CUCTEMbl HasloXKeHUs
knunc FTRD - 21 + 2 mMm

11.3 AnvHa AUCTasIbHOIo Konnayvka cuctemsl HasloxeHus kamnc FTRD - 37 £ 2 Mm
11.4. AnnHa HATUHONOBOWN KAWMCbI - 23 + 2 MM

11.5 WvpuHa knunnpoBaHusa (LWMpUHA 30Hbl CXaTUSA KAWUMCbI) CUCTEMbl HaUI0OXEHUSA
knunc FTRD - 11 + 2 mm

11.6 AnuHa 3y6uynka HUTUHOMOBOW Kunckl - 3 £ 0,1 MM

11.7 AnviHa netnn anekTpoxupypruyeckoit FTRD - 2200 + 75 Mm

11.8 AnameTp netnv anektpoxupypruyeckon FTRD - 2,3 £ 0,1 mMm

11.9 TMetna anektpoxupyprmyeckada FTRD umeeT HF KOHHeEKTOp A4 NOAKIHOYEHUA
WHCTPYMEHTA B aKTMBHbIN LWIHYP, agnameTp HF koHHekTopa - 8,4 £ 0,1 MM

11.10 AnvHa KateTepa ona nposefeHumn HutKM -2200 £75 mMm

11.11 AnameTp Katetepa Ana nposefeHus HUTn-2,3 +0,1 mMm

11.12 Tletna anekTpoxupyprndeckada FTRD w 30oH4 Aana  koaryndauum  FTRD
paboToCnoCO6HbI NPU MakCUMasibHOM MOLLHOCTK BY- reHepaTtopa He 6oniee 50 BatT
11.13 AnvHa 3oHpa ana koarynaumm FTRD-2200+75 mm

11.14 OnameTp 30HAa ona koarynauum FTRD - 2,2 £ 0,1 Mm
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1,15 AnvHa wunuoB 3axBatbiBalowmx FTRD - 2200 = 75 Mm

1116 inameTp wmnuyoB 3axBaTtbiBalowmnx FTRD - 2,3 £ 0,1 mMm

1117 MakcumasibHass yros  packpbitma 6paHw  wunuoB 3axeBatbiBalowmx FTRD
coctasnsaeT 130 + 5 rpaaycos.

11.18 [uameTp AMCTa/IbHOM 4YacTuM 3SHAOCKOMA MPUMEHUMbIA  Ana  Habopa
MHCTPyMeHTOB 11,5-13,2 mMm.
11.19 Macca Habopa MHCTPYMEHTOB [0/DKHA COCTaB/ATh:
- FTRD knunca - 40+ 10r
HUTb - 10+5T

AncTanbHbl konnadok FTRD - 80+ 10T

KO/bLO Ha guctasibHoM kKonnayke FTRD - 20+ 5T

- Katywka-pykoatka FTRD - 100+ 10 r

- Katetep 4n1a nposefeHna HUTn - 50 + 10 r

- MeTna anekTpoxnpypruyeckasa FTRD 200 £ 50 r

- 30HA, pna koarynaumm FTRD 200 £ 50 r

- Wunup! 3axBaTtbiBatowme FTRD 300 + 50 r

- MoNN3aTUNEHOBbIN 3awWnTHBIR Yexon 100 + 50 r

- NMnacTtukoBasa neHta 100 +£ 50 r

- NpoBoAHMK 150 £ 50 r

- 6annoH-pacwmputens 150 £ 50 r

- KoarynsiuMoHHbI gnccekTtop - 200 + 50 r

11.20 AnuHa 6annoHa-pacwmputens 1800 + 50 mm, agnameTp pasaytoro 6assioHa 20+
2 MM, osivHa 6asiioHa 60+ 5 mw.

11.21 AnvHa npoBogHuka - 3700 = 75 mm MM, JuameTp nposogHuka - 0,89+ 0,05 mwm
11.22 OnnHa puccektopa: 1650+ 50 mm, AnameTp guccektopa: 2,5+ 0,2 MM, A/ivHa
paboueit yact: 13+ 0,5 mm, anvHa GpaHw: 6,5 £ 0,5 MM, yron packpbitus 6paHLw: 90
rpagycos

11.23 TpewwuHbl, pPakoBMHbI, 3a60VHbI, LapannHbl, BbIKPOLLUEHHbIE MECTa, 3ayCeHLb,
MPWXOrK, OKasIMHa, YacTulpbl MarepuasioB LWIMAIOBKA Y MOSIMPOBKM He AOMyCKakTCs.
11.24 MapameTpbl LLEPOXOBATOCTU NMOBEPXHOCTEN AO/MKHbI ObITh:

- ana knunc He 6onee 0,1 MKM

- ANsi OCTaNbHbIX U3AEeNniA, BXOAALLMX B HAO0P MHCTPYMEHTOB - 0T 0,1 Ao 0,32 MKM
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125 VIHCTpYMEeHTbl [O/MDKHbl  OblTb  M3rOTOB/EHbl U3  KOPPO3UOHHO-CTOMKMX
katepyanoB. M3genus  JOMKHbl  ObITb  KOPPO3UOHHO-CTOMKMU B YC/IOBUSAX
3kcnnyaraumun, TpaHCnopTUPOBaHNA U XPaHEHUS.
11.26 Habop WHCTPYMEHTOB [O/MKEH BblAepXMBaTb BO3AENCTBME TeMMepaTypbl U
B/IQXXHOCTM BO34yxa B npouecce TPaHCMOPTUPOBAHWUS U XpPaHeHUs A5 YC/I0BUA
no rpynne 5 (0OX4) no rOCT 15150.
11.27 Habop MHCTPYMEHTOB MNpW 3KchayaTaumm AO/HKEH o6nagatb YCTOMYMBOCTLIO K
BO3ENCTBUIO KIMMaTUYECKMX (paeTopoB BHELWHen cpedbl B COOTBETCTBUN C

TpeboBaHMaAMU ANA U3genunin ncnonHeHns YXN 4.2 no rOCT 15150.

11.28 Habop WHCTpyMEHTOB B TPaHCMOPTHOM ynakoBke [OJ/DKHbl — 0bnagaTb
YCTOMYMBOCTbID K MEXaHW4Yeckum  BO3AENCTBMSM  MpU  TPaHCNOPTUPOBaHUN
cootBeTcTBYyloWwnM TOCT P 50444.

11.29 Paguycbl npuTynneHns paboumx Yacteil UHCTPYMEHTOB A0/MKHbI ObITb

- He 6onee 0,1 MM - ONA KAUMC

11.30 HuTb Ao/MKHA NNaBHO MPOXOAUTb Yepe3 WHCTPYMEHTasIbHbIA KaHasl 3HA0CcKona
6e3 3aefaHuin.

11.31 OcHoBHble TpeboBaHMA K COBMECTMMbIM  MogensaMm  BY-reHepaTopos,
HeobxoAnmble AN HOPMaUTbHOTO (PYHKLMOHMPOBAHUSA MEANLUHCKOTO U3LeNns:

- BY-reHepaTtop A0O/MKEH MMETb MOLLHOCTL pas3pesa He meHee 40 Bartr

- BU-reHepaTop A0/KEH MMETb MOLLHOCTL Koarynauuu He meHee 20 Batr
- BY-reHepaTop fo/mkeH 6biTb paboTocnocobHbIM Npu paboTe ¢ ceTbio 220 B

Bce BY-reHepatopbl COOTBETCTBYIOLLME JAaHHbIM KPUTEPUSM A0MNYCTUMbI Npu paboTte ¢

MEeANLMHCKAM U30eNIMEM.

PekomeHayemble HacTporiku BY-reHepartopa:

Mpu Koarynauum ¢ nomoLLbio 3oH4a A8 koarynaumm FTRD mowHocTb 20 Barr.
Mpv pe3aHun ¢ NOMOLLLIO NETNN 3ner-poxupyprudeckoi FTRD mowHocTb 40 Barr.

11.32 AnameTp HUTK cucTemsbl; 0,4 + 0.1 Mm

11.33 MNabapuTHble pa3mepbl KO/bLUa Ha AnctasibHoM Konnayke FTRD;
- BHewHuin guameTp - 20,85 + 0,05 mm

- BHyTpeHHuii anameTp - 17,3 + 0,05 mMm

11.34 MabapuTHble pa3mepbl KaTyLLKN-PYKOATKN:

- AnvHa - 66,3 £ 0,5 Mwm
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JvpyHa - 42 £ 0,5 Mm

Bbicota: 35 + 0,5 Mm

1135 [abapuTHble pasmepbl NONITUIEHOBOIO 3aLLUMTHOMO Yexna:
*AnnHa-1800 £50 mm
- WnpnHa -40 =5 Mm
11.36 MeTopg ctepunmsaumm n3genus - crtepunmsaumsa atuned okemgom (EO)
11.37 YcnoBusa akcnayaraumm MeauumMHCKOro u3genns:
- Temnepartypa-10 - 35“C
- BnaxxHoctb 40-100 %

12 MAPKNPOBKA

12.1. MapknpoBka wu3gennsa [0/HKHA COOTBETCTBOBATb YKas3aHUAM B  WHCTPYKUUU
nonb3oBatens, TpebosaHuam FOCT P 50444, TOCT P CO 15223-1.

12.2. OcHOBHasi UHhopMauus Ha ynakoBke A0/HKHA ObITb CreaytoLlen

- HaMMeHoBaHVe NpeanpUATUA-U3roToBUTENS,

- agpec 1 TenedoH U3roToBUTESSA,

- onucaHve CoAepPXMMOro YrnakoBKu,

- Hagnucn: «CTepunbHO», «HETOKCUYHO»,

- HOMep napTun (cepun),

- CPOK rofiHOCTH

[lonycTMo HaHeceHve AONOHUTENbHON NHopMaLMm 06 n3genuu:

«OcTOpOoXHO! ObpaTUTECh K UHCTPYKLUMM>»
Homep naptuu
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14.1. KOHCTpYKUMS NOTPebuTeNnbCKoM YNakoBKM AO/HKHA obecneynBaTb repMeTUYHOCTb

MHCTPYMEHTOB, a Takxe obecneymBaTtb 3aliuty  UHCTPYMEHTOB OT BHELWHUX
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naHMYecKnx noBpe>eAeHuiA. YnakoBka Aos/mkHa cootseTcTBoBaTth TOCT ISO 11607-1-

018,

142 Habop WHCTPYMEHTOB YNakoBbiBAaeTCS B O/IMCTEPHYHD YNakoBKy, KoTopas
pasvellaeTca B KapTOHHOMW Kopobke. OpurnHasibHas ynakoBka obecneunmBaeT
HauyyLwyo 3aLmTy BO BPEMSA TPAHCMNOPTUPOBKN.

14.3 YCTpPONCTBO He MOXeT ObiTb WAEHTUUUMPOBAHO MNPV MNOMOLUM BHELUHEro
CKaHMpYIOLLLEro ycTpomncTaa.

14.4 MaTtepuan ynakoBku, nognexawiein (PUHULLIHOW cTepunmnsauun - MNOAUITUIEH
BbICOKON nnoTHocTn (HOPE), kpenupoBaHHasa 6ymara (Tyvek).

14.5 FabapuTHble pa3Mepbl YNakoBKu, nognexallein (OUHULLHON cTepununsaumu;
- Cnctema HanoxeHus knunc FTRD aHgockonuyeckas ¢ kimncamu - 385 £ 5 Mm X
211+ 5 MM X455 MM
- 3oHA, ana koarynaumm FTRD - 200 £5 mm x 300 = 5 mm
- Wwnnubl 3axBaTtbiBatowmye FTRD - 200 £ 5 mm x 350 £ 5 Mm
- bBannoH-pacwmputens - 3855 MM X 211+ 5 Mm
- MpoBoAHMK - 3855 MM X 211+ 5 Mm
- AnccekTop koarynsaunoHHbIn - 390 £ 5 Mm X 260 + 5 Mm

14.6 Matepvan ynakoBku, nog/iexatleii (UHULIHOW CcTepunmnsaumm AO/DKEH OblTb
HeBblILLela4YnBaeMbiMy, HETOKCUYHLIMU U HE UMETb 3anaxa.

14.7 MaTepvas ynakoBku, nognexaiwein UHULLHON cTepunmnsaumm OO/MKEH HEe UMETb
AbIp, TPELWH, pa3pbiBOB, MOPLUMH UM MECTHbIX YTOMLWEHWUIA U/WIN YTOHYEHWIA.

14.8 ®usnyeckme 1 XMMMYECcKMe XapakTepuUCTUKU YNakoBKW, nognexalleit (oUHULIHON
cTepunusaunm [O/MKHbI COOTBETCTBOBATL TPebOBaHMAM K MEOUUUHCKAM WU3OENNAM,
npowueccam YynakoBbIBaHUSA U (OUHULLIHOM cTepunmdauun. pounsBoauTesib YNakoBKWU,
nognexawen ouHuHoM ctepunmsaumm - DuPont de Nemours Tyvek (Jltokcemobypr).
MpousBeneHo B cootBeTcTBMM € CE ceptudomkaTtom Ne GB 11/84276.

14.9 KOMMOHEHTbl ynakoBOK He [O/DKHbl pearvpoBartb, 3arpsasHATb, Nepexoantb Wan
HeraTMBHO BNNATb Ha MPOAYKLMIO.

14.10 ViHamkaTopbl Npouecca, HaneyataHHble Ha yrnakoBKax, [AO/HKHbl COOTBETCTBOBATb
TpeboBaHusim 1ISO 11140-1

14.11 OrTkpblBaHMe YNakoBOK pacc/fiamBaHMeM [O/DKHO OblTb HENpepbiBHbIM - U
OAHOPOAHbLIM, 6€e3 AefTaMUHUPOBaHNA WX paspbiBa Marepuasna, CNnocoOHOro yxyawmnTb
acenTuyeckne CBOMCTBA.

14.12 TNOTHOCTb YNakoBKM Ao/MKHA ObITb B AvanasoHe ot 71 r/m2 go 80 r/m2.
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$ TPAHCIMNOPTVPOBKA

N3penve  yknagbiBaeTcsi B COOTBETCTBYHOLLYH  YMakoBKy  BMecTe C
aKcnnyaTauMoHHOM AoKymeHTauueld. [onyckaeTcs TpaHCMOPTMPOBKA BCEMMU BugamMu

TpaHcnopTa B KPbITbIX TPAHCMOPTHbLIX CpeAcTBax Npu TemnepaTypHOM pexume Ans
ycnosuia no rpynne 5 (0OXX4) TOCT 15150.

16. XPAHEHNE

-
XpaHuTte wu3genve B CyXOM MecTe, CBOOOAHOM OT TryOGUTENbHOrO BO3AENCTBUSA
Temnepartypbl, BJI@KHOCTW, BEHTUNAUMW, COJIHEYHbIX Jly4yeil, nbiIM U  BO34yXa,
cofepxawiero cosb U T.A4.
lMocne TpaHCNOPTUMPOBKM 06paTUTe BHUMaHWE Ha ee NOocCNeacTBUA U BO3MOXHble
NMOBPEXAEHUS.
N36erarite MecT, rge XpaHsaTcs XxumMuyeckue npenaparbl WM 06pa3oBbiBaeTCs ras.
Bepeub OT nonagaHusa Bnarw.
N3penve BbigepXmBaeT BO3AENCTBME TeMnepaTypbl U BNXHOCTM BO34yXa B npouecce
TpaHCNoOpPTUPOBaHUA 1 XpaHeHus ansa ycnosuin no rpynne 5 (OXK4) TrOCT 15150.
CpokK cTepunbHOCTU U3genus - 3 roga.
17. TEXHNYECKOE OBCNY>XNBAHVE

fau..~

3penve ogHopa3oBoe, 06CNYXNMBAHNIO HE NOOIEXUT.
18. TEKYLUVA PEMOHT

Habop HCTPYMEHTOB SIBNSIETCS OAHOPA30BbIM U3AE/IMEM N PEMOHTY HE MoA/Iexar.

Mpy HapyleHnM UesIOCTHOCTM YNakoBKM WM MOBPEXAEHMS u3genvs  cnepyet
obpallatbCsa K NpeacTaBUTesito NPOU3BOANTENS;

OO0 «3HAo Crapo», 197101, CaHkr-MeTepbypr, yn. bonbwasa MoHeTHasd, 4. 27, nuT
A, nom 12H, TenedoH / chakc;8-800-555-56-57

19.CBEAEHVA OB YTUITN3SALUNN N YHUNUTOXEHNA
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Me/ine He COLEPXUT AparoueHHbIX MeTau1/10B.

s8enve, BbIBEAEHHOE U3 3KCryaTauumn, NoANeXUT yTUamnsauuu.

/(30emve B COOTBETCTBMM € MOCTaHOB/IEHMEM  [/1aBHOMO  rocyAapCTBEHHOro
caHuTapHoro Bpava Poccuiickon depepaumm ot 9 gekabpa 2010 r. N 163 "O6
yrBepxaeHun CaHlvH 2.1.7.2790-10 "CaHuTapHo-anngemMmnosiornyeckne tTpebosaHms K
ob6palleHno ¢ MeaNLUMHCKUMM OTXo4amMu" OTHOCUTCS K knaccy b.
OTxoabl Knacca b nogsiexar ob6sa3aresibHOMy o6e33apaxunsaHuio
(Be3nHdekummn)/obe3BpexnBaHnto.
Ona cbopa oTxogoB knacca B AO/MKHbI  MCNOMb30BatbCA  O4HOPA30Bble
HernpokasibiBaemMble B/laroCTOMkne €eMKOCTU (KOHTEWHepbl)  XenToro useta wm
NMeLne XeNnTyro MapkMpoBKy. EMKOCTb [AO/mkHA MMeTb MJIOTHO MpuU/ieratoLLyto

KPbILLKY, VMCK/THOUatoLLLYy0 BO3MOXHOCTb CaMOMpPOM3BONIbHOIO BCKPbITYSI.

20. MEPEYEHb HALIMOHANBHbLIX N POCCUNCKUNX CTAHAAPTOB

MepeyeHb NPUMEHSIEMbIX HaLMOHa/IbHbIX CTaHAAPTOB P® 1 MexayHapoaHbIX
CTaHAapTOB C Uesnbio obecrneveHns 6e3onacHoCTi, a(hheKTUBHOCTM 1 KayecTBa, a
TaKkke ctaHZapTbl ¢ metogamu koHTpons; TOCT P 50444-92, AnpektnBa 93/42/EEC,
EN ISO 13485:2012+AC:2012, TOCT ISO 11607-2011.

M3roToBneHve npoaykra OCyLLecTB/ieTCA B COOTBETCTBMM C Aunpektusoint 93/42/EEC

oT 08.11.2015 r., npunoxeHune 2 ana n3genvii knacca 26

21. NMEPEYEHb JAHHbBIX O MEXAYHAPOAHbLIX CEPTUPUNKATAX

- Ceptudpukar EN 1SO 13485:2016 ot 20.05.2019 .
- Ceptudpukat cootsetcTeua anpektnse EC 93/42/EEC ot 20.05.2019 r.

- Ceptundpukat pernctpaumm komnaHmm ot 09.07.2019 .
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rapaHTUNHBINA TanoH
OTMETKA o MNMPOOAXE

KaTteropusa usgenus.
lMpousBogutens _

LTamn

CepuidHblii Homep/apTuky,
npoaasua
Jata npoaaku
OpraHunsauua npoaaseL,.
3penve npoBepeHo, NOBPeXaeHuii He NMeeT.

Cpok rapaHtum -1 rog,

Mo Bonpocam rapaHTUn obpalaTbCa:

K 3aKCkI3MBHOMY npeacTaBuTenito Ha Tepputopum Poccuiickoin ®epepauynmn OOO
«2HAo Ctapc» topuanyeckuii agpec: 197101,r. CaHkT-MeTepbypr, Bonblwas MoHeTHas,
[.27, nuT.A, nom. 12H, ten/dakc: 8-800-555-56-57
BHAMAHWNE! Cnegnte 3a npaBWibHbIM  3aNOSIHEHWEM TlapaHTUAHONO TasloHa.
CepuitHbli HOMep n3aenua/apTukynl OO/MKEH B TOYHOCTM COOTBETCTBOBaTb HOMEPY B
TasloHe. Bce rpabl TannoHa [O/MKHbI ObITb 3aM0/THEHbI.

Mpy HETOYHOM WM HEMOJSIHOM 3arnosIHEHUWN TasloHa rapaHTUa Ha usfenue cyutaeTcs
yTpayeHHOIA.
apaHTMa npomsBoAUTENSA OcyllecTBnseTca B cooTBeTctBuM ¢ K P® Ha o6wmx
OCHOBaHMUSIX.

N3penve He JO/MKHO HOCUTL CriefloB MEXaHUYeCKOro Win TepMUYECKOro BO3AENCTBUN,
a TaKkKe CnefoB BO3LENCTBMA Pas3/IMYHbIX XMMUYECKMX areHToB. JKchsyaTaums
n3pennsi AonyckaeTcs TO/IbKO B COOTBETCTBMM C MHCTPYKUMEN N0 MPUMEHEHUHO K

n3aenuio.

OTMETKA TAPAHTUVHOIO LIEHTPA
OATA OINMNMCAHVE rapaHTUHbIA LeHTP
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¥ Ul
> U HoTapuyc laHuanb BecTa
LLlachdpxay3eHwTpacce, 77 * TrobuHreH D-72072 mail@notar-wcsta.de
Ten.: +49 (0)7071 /13870-0 « dakc: +49 (0)707113870-99 Wwww.notar-westa.de

HoTapnanbHO 3aBepeHHasa Konus

Hactosawpym yAoCTOBEPAD, UTO [JaHHadA Konua ABAAeTCA TOYHON  KoMuen
OpUrnHa/IbHOro AOKyMeHTa, NpeacTaBAeHHOro MHe CErogHs.

Two6uHreH, 02 gekabps 2020 T.
®epepanbHada 3eMns bageH-Broptembepr, MepmaHus

(,ﬂ,aHVIGI'Ib BeCTa) (kpyrnas neyaTb CO creaylowmM TekcTom: laHnans BecTa * Homapii)'Cs Tio6uHreHe)
Hotapuyc

(KpacHas TUCHeHas neyaTb CO cnefywum TekcTom: laHnanb BecTa *HoTapuyc B Tio6uHreHe)
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APOSTILLE * ANOCTW/b
(Convention de la Haye du 5 Octobre 1961)
[Faarckas KoHBeHUMs 0T 5 okTs6psa 1961 r.)

1. CrpaHa: ®epepatmeHasa Pecnybnuka M'epmaHuns
HacTtosawmii opuLmanbHbli JOKYMEHT
MognucaH  JlaHnanem BecToi

3. BbICTynawoLlyM B Ka4yecTBe HOTapuyca

4. CkpenneH nevyatbto/witamnom LaHnansa BecTbl, HOTapuyca B
TobuHreHe

YpoctosepeH
5. Bropoge THO6UHreH 6. 11 pekabps 2020 r.
-HoM Dpeem, npeacenaTeneM OKPYXHOro cya
8. 3aNe910a-65/1396/2020

9. Mevatb/wTamn: 10.  Mognuce:

(noanwuce)

(kBafpaTHbIA WTamn co cnegywowmnm TekcTom: 910a (Kpyrnas neyaThb CO ClefylLWUM TeKCTOM: OKPYXHOI cya
65/1396/2020; B3bickaHo cornacHo n. 1310 pa3a. 4 13akoHa  TOUHIreH)

0 NOLU/IMHAX, B3UMaeMbIX yupexaeHnamun ocTuyuun: 25,00

eBpo)

®opma Ne 173 ans Bblgaum anoctuneli (cornacHo n. 105 O6Lero npukasa MWHMCTEpCTBa HOCTULMMN OT
20.1,1994) YnpasneHuve toctuumm r. Fambypra 4.94
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fl, aunnommpoBaHHbik nepeeoguuk Heanxosa Enusasera CepreeaHa, noaTeepxaanw, 4To
BLINTONHEHHBIA MHOIC NEPEeBOA NPUNOKBHHOrO A0OKYMEHTa ¢ HEMEUKOro ¥ aHrNWACKOro A3LIKOB Ha
PYCCKMiA A3bIK ABNRETCA NPABUNBHBIM, TOYHBIM W NOMHBIM,

Mepesoauuk Usanxosa Enuiasera CepreobHa:

CAHKT-
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Poccuiickas depgepauymns. CaHkt-MNeTepbypr.

UeTbipHaguaToro gekabpsa gBe ThiCAYN ABajLaTtoro roga.

A, KapnyHuHa Onbra BacwunbesBHa, HoOTapuyc HoTapuanbHOro okpyra CaHKT-
MeTepbypr, cBUAETENbLCTBYIO NOAMIMHHOCTbL nNoAnucu nepesofuuka MBaHkKkoBOl EnunsaseTbl
CepreeBHbl.

Moagnuch caenaHa B MOEM MPUCYTCTBUN.

JInyHoCTb NognucasLlero 4OKYMEeHT yCTaHOB/1eHa.

3apernctpupoBaHo B peecTpe 3a Ne 78/303-H/78-2020-/r - ¢cQ

B3bickaHo no Tapudyy: 100 py6neii. A

YnnayeHo 3a okaszaHue ycnyr npaBOBOro U TeXHMYeCcKOoro xapakrepa: 400 py6neii.

O.B.KapnyHuHa

NToro B HAcCTosILWEM AOKYMEHTEe

MpowwnTo ) INCT ~
HoTapuyc: N
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u. 12. 2020

AxXxuicxm ®*apBumnsa CavkT-lNBTepoypr.

A, KepnyHnma Ornrs BacunbesHa, HoTapuyc n
okpyra CaHkT-TeTep6ypr, causieTb/IbCTeyHo BEPHOCTb

C NPeocTaB/IeMHOTO0 MHe JOKyMeHTa.

M Ne 78/303-HfTf. SN

BabloLWHO No TepHiy_~
YnnayeHo 3a okasaHue

MABOEOr0 M TEXHNYECKOTO B. KapnyHuHa

MToro 4 Hactodawem AOKYMEHTe
NPOLWNTO N NPOHYMEPOBAHO:
awe>1 nurt Co
HoTapwnyc
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