3NEKTPOHHAS KONHA 0GOPMAEHA IEHTPOM HCMIbITAHI W PETUCTPALIMI MERHLMHCKUX H3ENHIA



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

P —



OVESCO PROCTOLOGY
Technical Document for Medical device

1. PRODUCT PURPOSE
sBMMBOTfsra*?'
It is intended for application in proctology in case of acute hemorrhage and treatment of
injuries on the hollow organs’ walls by means of the whole wall thickness capturing.

2. SUPPLY KIT

OTSC Proctology composed of:
- OTSC Proctology
- Fistula brush
- OTSC PROCTOLOGY Clip cutter
- OTSC PROCTOLOGY Ranger
(hereinafter - “OTSC Proctology™).

3. GENERAL APPLICATION AND OPERATION DETAILS

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

OTSC Proctology is a single-use product.

OTSC Proctology is a sterile product (EO sterilization).

Depending on the potential application risk, OTSC Proctology with clips and accessories
for their clipping belongs to the 2b class (according to the Order of the Ministry of Public
I Health of the Russian Federation Ne4h dd. 06.06.2012)

4. INDICATIONS FOR APPLICATION

OTSC Proctology is applied in case of hemorrhage and anal fistulas

» OTSC Proctology with is applied in case of hemorrhage and anal fistulas.

* Fistula brush OTSC PROCTOLOGY is applied for fistula preparation for aspiration
into clips application system, for removal of unnecessary tissues and ruined
anastomosis.

» OTSC PROCTOLOGY Clip cutter is a standard tool for surgical interventions in
the general surgery, and it is applied when the necessity of the previously installed
clip removal exists.
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» OTSC PROCTOLOGY Ranger is applied prior to application of the OTSC

Proctology for the purpose of anal fistula accessibility check.

5. CONTRAINDICATIONS

Occurrence of adverse effects and complications is also possible in some cases of

correct product application. Therefore, the product shall be applied only by the duly

trained qualified specialists.

OTSC Proctology shall not be appli(;/:j in case any contraindications exist for

treatment by proctologic methods, in particular, by clipping methods.

» OTSC Proctology with clips shall not be applied in case any contraindications exist
K for treatment by proctologic methods, in particular, by clipping methods.

* Fistula brush OTSC PROCTOLOGY shall not be used in case any
contraindications exist for the treatment by proctologic methods. The item is
intended only for anal application and shall not be used in case any

contraindications exist for mechanical manipulations with anorectal fistula.

* OTSC PROCTOLOGY clip cutter shall not be used in case any contraindications
exist for treatment by proctologic methods.
* OTSC PROCTOLOGY Ranger shall not be used in case any contraindications

exist for treatment by proctologic methods.
6 POSSIBLE COMPLICATIONS

OTSC Proctology

Under certain conditions the clip of the OTSC Proctology can cause tissue injuries. This

includes, in particular:

* Injuries, destruction or irritation of the anorectal wall both during and after the
treatment. It can also occur on the cavity’s opposite side.

» Incomplete closing of ulcer or hemorrhage locus by the clip is possible.

* Insufficient hemostasis after clipping is possible.

* Renewal of the successfully treated hemorrhage is possible.

 Clipping area contamination is possible.
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* Incorrect clipping in the undesired area is possible, which can complicate or eliminate
the possibility of additional clip placement in this area.

» Adjoining tissue on the tissue on the opposite side of the lumen can be mechanically
injured or irritated by the clip.

OTSC Proctology with clips
Under certain conditions the clip of the OTSC Proctology can cause tissue injuries. This

includes, in particular:

* Injuries, destruction or irritation of the anorectal wall both during and after the
treatment. It can also occur on the cavity’s opposite side.

» Incomplete closing of ulcer or hemorrhage locus by the clip is possible.

* Insufficient hemostasis after clipping is possible.

» Renewal of the successfully treated hemorrhage is possible.

+ Clipping area contamination is possible.

* Incorrect clipping in the undesired area is possible, which can complicate or eliminate
the possibility of additional clip placement in this area.

» Adjoining tissue on the tissue on the opposite side of the lumen can be mechanically

injured or irritated by the clip.

Fistula brush OTSC PROCTOLOGY can cause tissues irritation, in particular:

» Forced pushing under impedance existence can cause new fistula perforation (Via
falsa).

* Intense cleaning can cause excessive removal of healthy/living tissues together with
fistula canal dilatation.

* Hemorrhage and hematomas.

» Brush parts can be broken in case of improper application.

» Mechanical manipulations with the tissues can cause or aggravate/worsen infections.

OTSC PROCTOLOGY Clip cutter

General complications are rarely experienced. Frequency and severity of the
complications depend on the examination type. The risks are:
* Injuries of nerves, vessels, tissues

*Hemorrhages
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Infections
Thrombosis
Pulmonary artery thromboembolia

OTSC PROCTOLOGY Ranger
* Tissue structures damages
« Partial injuries, pathologies and irritability of the anorectal wall are possible, but they

are observed in extremely rare cases during or after surgery.
%

7. PRECAUTION MEASURES

WARNINGS

Check components for damages and other defects prior to application of OTSC
Proctology. 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.

Prior to OTSC Proctology it is required to prepare the place of application.

For fistulas it is required to perform surgical preparation of the fistula internal canal, for

example anoderm preparation.

Application cap shall be focused on the desired clipping point, pushing on the cap shall be

done exactly above this point.

For facilitation of this process, snares can be laid on the application point, and their free ends can
be passed through the device free canal. For such purposes the pre-installed Snare carrier can be

applied.

By means of snares and upon synchronous motion of the OTSC Proctology, Application cap can
be placed exactly above the desired application point, and the tissues can be drawn into the cap.
Pressure on the cap is necessary in order to ensure accurate capture of the clip.

Itis necessary to ensure that the cap is placed into the fistula hole in the lumen direction
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in order to provide clipping correcting rectum and anus distortion.

By means of the security lock release and discharge mechanism pushing, the mounting ring

releases and removes the clip from the Application cap.

>I<Upon auxiliary tools application for tissues safety provision, ensure that the auxiliaiy
tool tip completely enters application cap of the OTSC Proctology.

All components ofthe OTSC Proctology are for single-use only. Materials used in the
product are 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 shelflife has

expired.
MRT-information

OTSC 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

OTSC clips produced heating for less than I,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 OTSC clips heating under 3 Tesla with the use ofa

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
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I 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 <

+1,70C.

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 OTSC clips location. Due to this, MRT image

parameters optimization is required for compensation of this device presence.

|

I Impulse mode  TI-SE TI-SE GRE GRE
Size of the 543mm2 112mma2 984mm?2 402mm?2
signal-free
zone
Planar Parallel Perpendicular Parallel Perpendicular
orientation

8. PRODUCT DESCRIPTION

OTSC Proctology with clips
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Components description:

OTSC Proctology consists of:

Device with pre-installed clip of the OTSC Proctology 14t (A) and landing ring (B) on the
Application cap (C) with 14.8 mm depth.

Release mechanism (D) with the security lock (D.1) and landing switch (D.2).

Operating canal (E) for flexible tools with 02.5 mm, 136 mm operating length, supplied
with the help of Snare carrier (F).

Clip of the OTSC Proctology is made of the hyper-elastic alloy with the form memorizing
effect (Nitinol) and developed for tissues compression, treatment of the walls and
hemostasis damages in proctology. After clipping, it returns to the initial non-curved
form, and, therefore, produces a compressive effect on the tissues, for example, in
fistula hole, between clip ‘s teeth. After clipping, the clip remains in the anal canal or

rectum.

—

Clips are sterilized by ethylene oxide.
Clips materials of the OTSC Proctology, Nitinol, is completely MRt-compatible.

Size ofthe clip and application cap:

Clips of the OTSC Proctology 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
V- J

Size of the clipped tissue varies depending on the tissue size drawn into the application

I cap. Therefore, clipped tissue zone size can exceed the clipping width.

- Fistula brush OTSC PROCTOLOGY

Fistula Brush

Z' f4frm
22mm 25rnm

~40mnn  ~ |
[

. - Km m if 4

Fistula brush consists of a semi-flexible wire with a brush in the center supplied with loop on
the one end and an olive-tipped sensor on another end.
f Cytologic fistula brush is a device for examination, cleaning and removal of the dead tissues or

cellular debris from the anorectal fistula.

Cytologic fistula brush is the item applied only together with the OTSC Proctology.

10
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- OTSC PROCTOLOGY Clip cutter

OTSC PROCTOLOGY Clip cutter is a standard tool for surgical interventions in the common
surgery and gastroenterology.
Upon application of the device for clips cutting, a clip can be removed by sectioning of both

rounded clip sides (Fig. 2)

- OTSC PROCTOLOGY Ranger

Handle

Cap

Front part of the OTSC PROCTOLOGY Ranger (from the cap to the handle) is geometrically
similar to the same applicator part of the OTSC Proctology.

OTSC PROCTOLOGY Ranger consists of the application cap, marking line (indicating handle
end of the OTSC Proctology) and the handle.

n
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9. OPERATION CONDITIONS AND RULES
9.1. Preparation for application
I\ product application it is required to check the components for
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.(y
(o]

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.

il All OVESCO products are designed only for the single-use application
X Materials do not withstand processing and re-sterilization. Components are

intended for application for one patient and do not withstand multiple use.
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 clips are applied in compliance with the operation
manual.

. OTSC clips are mounted on the OTSC 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 Operation

1 Prior to the OTSC Proctology application, it is required to prepare the potential
clipping area. It is necessary to check the possibility of OTSC Proctology
application by means of OTSC PROCTOLOGY Ranger. In case the desired

12
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clipping place is accessible, it is necessary to clean the canal with the fistula
brush (Ovesco) or surgically prepare open fistulas, including anoderm zones.

2. After that it is required to position the distal cap on the desired clipping area.
Along with that, it is necessary to apply force and move distal cap closely to the
clipping area. For facilitation of this process, it is possible to engage the snare by
the snare carrier and guide it through the tool's operating canal. For these

purposes the pre-installed snare carrier is applied (see figt. 3)

As an alternative for drawing, it is possible to apply the OTSC Anchor, which is
guided through the system operating canal and to the injured place. Tightening
the snare or the anchor and moving the clipping system, application cap closely
approaches the injured place, and the snare is drawn into the application cap, it
is required to ensure that the tissue is under pressure in the application cap. After

that, the clip can be released by pushing the release mechanism.

OTSC Fistula brush

Fistula brush is carefully inserted into the fistula hole;

- by means of the olive-tipped sensor,

- or, by means of the fistula drainage, with a ligature attached to the brush ear and
device insertion into the hole of fistula with a ligature.

» Fistula brush is inserted till the section with the brush will reach the fistula canal.
Fistula canal is carefully cleaned/injured tissues are removed by means of the brush
reciprocating motions.

» Fistula canal is flushed, for example, with the help of the sodium chloride solution.

After application, the fistula brush is removed.
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- OTSC PROCTOLOGY Clip cutter

Upon application of the device as a clutch for clips removal:

A clip can be removed by sectioning its both rounded sides with the use of the OTSC

Proctology Clip cutter. It is necessary to unfasten the nitinol clip with the help of two

devices for clips removal from both sides, as shown on the Fig. 2

Fig. 2

- OTSC PROCTOLOGY Ranger

OTSC PROCTOLOGY Ranger is inserted into the clearly visible anal canal or rectum

for the check of accessibility of the desired place of OTSC Proctology application. The

device shall be inserted carefully, and the cap shall be positioned in the application

place. OTSC Proctology application is counterindicative in case
inaccessible by means of the OTSC PROCTOLOGY Ranger,

submerges into the anus.

10. PRODUCT MATERIALS

OTSC Proctology with clips

No. System component name

[ —

OTSC Proctology clip
2 Landing ring

Application cap

Operating canal
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Material/trademark
Niti-S, Nitinol
Terluran HD-15
(ABS), Masterbatch
Mahithen, ABSD

361547 Orange

SAN LURAN 388S

Stainless steel

the desired place is

or the marking line

Standard

ASTM F2063
Terluran HD-15,
ISO 10993:
Masterbatch in
compliance with
1935-2004 EC

EN 71-9

X10CrNil18-8
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5 Release mechanism

6 Security lock

7 Pre-installed snare carrier
8 Handle

- OTSC PROCTOLOGY Fistula brush

Ne  Component Material/Trademark

name
1 Olive-tipped Surgical stainless
sensor 1.4105, 1SO 7153-1
2 Section with the Synthetic brush, PA Tynex
brush 6.12
3 Semi-flexible Surgical stainless
wire 1.4301, 1SO 7153-1
4 Loop Surgical  stainless

1.4301, 1SO 7153-1

- OTSC PROCTOLOGY Clip cutter

Ne Component name Material/Trademark

OTSC Stainless steel
1 PROCTOLOGY Titanium additive
Clip cutter Aluminium additive

OTSC PROCTOLOGY Ranger

Ne Component Material/Trademark
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1.4301

Ultramide AZK FC
natur Masterbatch
Mabhithen PAD
3BA0527 Orange

Ultramide AZK FC
natur Masterbatch
Mabhithen PAD
3BA0527 Orange

Tubus: Vestamid L,
polyamide 12

Hood,;
Polyamide 6

Ultramide,

Terluran HD-15

(ABS), White

Standard
steel EN ISO 7153-1

FDA konform
21CFR177.150

(bX8)
steel EN ISO 7153-1
steel EN ISO 7153-1
Standard

Ultramide: FDA 21

CFR 177.1500
Masterbatch in
compliance with

1935-2004 EC
Ultramide; FDA 21

CFR 177.1500
Masterbatch in
compliance with
1935-2004 EC
FDA 21 CFR
177.1500
Terluran HD-15,
NCO 10993

8

DIN EN ISO 7153-1
DIN EN ISO 5832-3

DIN EN 1SO 573-3

Standard
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name
1 Applicator cap  Surgical stainless steel DIN 17442, DIN
1.4301 58298fF, ISO EN DIN
7153-1-M, AISI 304
2 Handle Surgical  stainless steel DIN 17442, DIN
1.4301 58298ff, ISO EN DIN

7153-1-M, AISI 304

11. PRODUCT TECHNICAL SPECIFICATIONS

11.1 Length ofthe OTSC Proctology - 253 mm

11.2 Length of the operating canal of the OTSC Proctology - 136 mm

11.3 Maximum width from the distal cap to the operating canal of the OTSC Proctology
- 35 mm

11.4. Maximum outer diameter of the application cap of the OTSC Proctology - 23 mm
11.5 Clipping width (width of the clip’s compression zone) of the OTSC Proctology - 11
mm

11.6 Fistula brush length - 300 mm

11.7 Length of the fistula brush cleaning bristles - 40 mm

11.8 Width of the fistula brush cleaning bristles - 4 mm

11.9 Diameter of the fistula brush olive-tipped sensor - 2.2 mm

11.10 Diameter of the fistula brush loop - 2.5 mm

11.11 Maximum width of the OTSC PROCTOLOGY Clip cutter - 95 mm

11.12 Maximum length of the OTSC PROCTOLOGY Clip cutter - 180 mm

11.13 Length of the operating part of the OTSC PROCTOLOGY Clip cutter - 70 mm
11.14 Width of the jaw OTSC PROCTOLOGY Clip cutter - 23.5 mm

11.15 Length of the OTSC PROCTOLOGY Ranger - 253 mm

11.16 Length of the operating canal of the OTSC PROCTOLOGY Ranger - 136 mm
11.17 Maximum width from the distal cap to the operating canal of the OTSC
PROCTOLOGY Ranger - 35 mm

11.18 Maximum outer diameter of the application cap of the OTSC PROCTOLOGY
Ranger-23 mm

11.19 Weight of the OTSC system should be;

- OTSC Proctology - 450 + 30 gm

- Fistula brush - 70 £ 5 gm

- OTSC PROCTOLOGY Clip cutter - 700 + 30 gm

16
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- OTSC PROCTOLOGY Ranger - 350 += 30 gm

11.20 Cracks, pockets, dints, scratches, chipped places, burrs, burns, slag, particles of
the rubbing and polishing materials are not acceptable.

11.21 Surface roughness parameters shall be as follows:

- for clips not more than 0.1 urn

- for OTSC PROCTOLOGY Clip cutter - from 0.1 to 0.32 urn

11.22 Hardness of the operating parts of the OTSC PROCTOLOGY Clip cutter shall be
at least 45 HRC. %

11.23 Tools shall be manufactured from corrosion resistant materials. The items shall
be corrosion resistant in the operation, transportation and storage conditions.

11.24 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.
11.25 In the process of operation, the tolls shall withstand temperature and humidity
conforming to the climatic category (Moderately cold climate) or O of the 4.2 category of
placement or O climatic category of the 4.1 placement category for corrosion-resistant
non-coated steels, as well as, under agreement with the Customera, “U” climatic
category of the 2™ placement category under GOST 15150.

11.26 The tools in transport packaging should be sustainable in the process of
transportation under GOST 15150.

11.27 Surface roughness parameters shall be as follows:

- for clips not more than 0.1 mm

10.28 Trigger force of trigger mechanism of OTSC Proctology with clips: not more 18 H
The reliability of the trigger mechanism (the maximum allowed load): to 60 H

The reliability of the safety lock (the maximum allowed load): to 100 H

10.29 Filament transporter must smoothly pass through the working channel of the tool
without jamming.

10.30. The strength of OTSC Proctology with clips pressure to distal part (while
approaching distal cap to clipping area) is 100 H

10.31 Endurance of fistula brush 60 H

10.32 «Olive-shaped sensor» is a ball with a diameter 2,2 mm, made of stainless steel,
is produced for easy fistula brush manipulation.

10.33 Clamping force of OTSC clips cutter: 10 H

Cutting force of OTSC clips cutter: 12 H

Clamping force of the cutting jaws: 11 H

17
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Reliability of fastening the moving parts: 50 H

10.34 The working part (cutting edge) of OTSC clips cutter should be sharp. Blunting

radius of the cutting edge should be no more than 0,03 mm.

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-pyrogenic”, “Non-toxic”,

- Batch (series) number,

- shelf life

Additional information application is also possible:

A “Warning! Read the manual”

Batch number
LOT

REF Reference number

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

20128 Best before “year-month”
Single-use only
Don't sterilize

Do not use in case of damaged package

Latex-free

18
& 000 LHPMH (&7 INFO@CIRMIRU & WWW.GOSZDRAVNADZOR RU



OVESCO PROCTOLOGY
Technical Documentfor Medical device

13 PRODUCTION DIAGRAM

Orderfor Customer'
manufacture [----- sorder
Informineof Avalilable Y$
the customer stock?y r
Components i ition i
Specification P Packagin(and Add|t|9n into
manufocture ste riliiation stock list and
y4 r product storage
Corrgf:tiorl of Product Check of .
spemﬁcanons_ _ assemWy packa(ncand ~ TCTTC
and/oropcratini sterilization Final packaging
procedures and product
check

14. PACKAGE

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

14.2. the product 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.

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.

19
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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.

17. TECHNICAL MAINTENANCE

Single-use product, is not subject to maintenance.

18. MINOR REPAIR

The system 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

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.
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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, GOST 19126-2007, GOST R ISO 14630-2011, GOST R
ISO 16061-2011, Directive 93/42/EEC, EN ISO 13485:2003+AC:2009, EN ISO
9001:2008

Product manufacture is performed in accordance with the Directive 93/42/EEC dd.
08.11.2012, appendix 2 for the class 2B items.

21. INTERNATIONAL CERTIFICATES DATA SHEET

- Certificate EN ISO 13485:2003+AC;2009 dd. 08.11.2012

- Certificate EN ISO 9001:2008 dd. 08.11.2012

- Certificate of compliance with the EU Directive 93/42/EEC dd. 08.11.2012
- Certificate of the company’s registration dd. 07.05.2013
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WARRANTY CERTIFICATE
Note of Sale
Product category
Manufacturer
Seller Stamp
Serial/identification number_
Sale date

Selling company

The product is tested and no defects found.

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.
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1. HASHAYEHWVE WU3AENNA

MNpegHasHayeHa A9 NPUMEHEHWA B MPOKTOMOMMW NpU OCTPOM KPOBOTEYEHUN W
nedyeHnn nospexaeHna CTeHOK B MNOJIbIX OpraHax nytem 3axBara BCel TOJIWNHBI CTEHKN

(oanee - N3penue).

2. KOMIMNEKT NOCTABKU

Cuctema HanoxeHus knunc OTSC npokToniornyeckas, B COCTaBe;

- Cuctema HanoxeHus knmnc OTSC npokTosiornyeckas ¢ Knuncamm

- WeTka gns douctynbl

- YctpouncTteo ans n3snevenms knmnc OTSC PROCTOLOGY

- YCTpoOWCTBO ANt  WU3MEPEHUS  BO3MOXHOCTU  MpPUMeEHeHust cuctembl OTSC
PROCTOLOGY Ranger

(Oanee - Cuctema HanoxeHun kamnc OTSC npokTonornyeckas)

3. ObWME CBEAEHNA MO NMPUMEHEHUIO 1 SKCTNTYATALNN

YcnoBusi NPUMEHEHNSI U3AENNS - OTAENEHUSA XUPYPrun M KOMONPOKTONOMK fleveBHbIX
yupexaeHuil.

Cuctema HanoxeHusa knunc OTSC  npokTronorvyeckasa ABMSeTCA  U3fenvem
OAHOKPAaTHOro MpPUMEHEeHUA.

Cuctema HanoxeHus kamnc OTSC npokTtonornyeckaa ABNAETCA CTepPWU/IbHbIM
n3pgennem (ctepunusaums EO).

B 3aBMCMMOCTM OT MOTEHUMasIbHOTO pucka npuMeHeHns CucTemMa HauIOKEeHUSA KNUMC
OTSC npokronornyeckas OTHOCUTCA K Knaccy 26 (corsiacHo npukasa MWHUCTEPCTBA
3apaBooxpaHeHusa Poccuiickoin chegepaunn NedH ot 06.06.2012)

4. NOKA3AHNA K NMPUMEHEHWIO

Cuctema HanoxeHna knunc OTSC  npokTosornyeckas npuMeHseTca  npu

KpoBOTEYEHNN U CBULLAX B I'IpFIMOI7I KALLIKE.
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e Cucrtema HanoxeHna knunc OTSC npokTosiornyeckas ¢ Kamncamm npuMeHseTcsa

npun KpoBoTe4YeHN N CBULLIAX B I'IpFIMOI\/II KALLIKE.

* lWetka gna domctynsl OTSC PROCTOLOGY npumeHseTca ans noAaroToBKu
dncTynbl K acnupauum B CUCTEMY HaUIOKEHUSA KIUMC, ONA YOANEHUS HEHYXHbIX
TKaHen 1 pasBa/IMBLUMXCH aHACTOMO30B.

e YcTtpoiictBO Ansa  u3snedeHms kaunc OTSC PROCTOLOGY ABNsAeTCA
CTaHfapTHbIM MprMbopoM A1 onepaTuBHbLIX BMeLlaTesIbCTB B 00OLWEen Xupyprum u
NPUMEHSeTCs  Korga  CywecTByeT  HeoOXoAMMOCTb B yAa/leHUW,  paHee
YCTaHOBJ/IEHHOW K/IUMCbl.

* YCTPOWCTBO ANS M3MEPEHUsI BO3MOXHOCTU MpUMeEHeHuss cuctembl OTSC
PROCTOLOGY Ranger npumeHsieTca nepepj npuMeHeHnemM CUCTEMbl HasIOXeHUA

kmnc OTSC nNpOKTOMIOrMYECKOW C Lesbio  MPOBEPKM [OCTYMHOCTM  aHa/IbHOM

doucTynel.

5. NMPOTUBOIMNMOKA3AHUA

BoO3HMKHOBEHME MOBGOYHBLIX 3(PEKTOB WM OCNOXHEHUA BO3MOXHO M B HEKOTOPbIX
c/lydyae npaBWIbHOIO MPUMEHEHUA usgennsa. Takum obpasom, usgenue [O/HKHO
MPUMEHATLCA  TOJIbKO  KBA/IMPULMPOBAHHBIMM  cneypanuctamu, npoLlesmmm
COOTBETCTBYIOLLEE 0OyUYeHue.

Cuctema HanoxeHus kamnc OTSC npokTosiornyeckas He AO/MKHA UCMO/1b30BaTbCA,
€C/IM MMEKTCA NPOTUBOMOKa3aHNA AN JIeHYeHUA MPOKTON0rMyeckumMmn mMetogamu, B
OCOOEHHOCTAMN MeToAaMu HaIOXEHNUS KIUMC

* Cuctema HanoxeHusa knunc OTSC npokTosornyeckass € Kavncamv He [0/KHa
MCNONb30BaTbhCA, ecnm NMerTCH NpoTMBONOKa3aHUA ona neyeHus
MPOKTO/IOrMYECKUMN MeTOAaMu, B OCOOEHHOCTAMU MEeTOAaMN HaUTOKEHUSA KITUMC.

* WeTtky ana comctynsl OTSC PROCTOLOGY He cnefyeTt ncnosib3oBartb B Criy4ae,
€C/I UMEKTCA NPOTUBOMNOKa3aHWA 1A fIe4eHUs NPOKTON0rMYeCcKUMMn MeTo4aMMu.
N3pgenune npegHasHayeHo o1 MUCNO/b30BaHUA TOTbKO B @aHaUTbHOW 06/1aCTh U He
[O/DKEH UCNOJ/Ib30BaTbCA, €C/IN UMEKTCA NPOTUBOMOKA3aHUA A1 MeXaHU4eCcKnx

MaHUNyAUUA ¢ aHOPEKTaUTbHOM dIUCTYON
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e YctpoictBo ans u3ssnedeHns kaunc OTSC PROCTOLOGY  He cnepyet
ncrnonb3oBatb B C/yyae, €C/M  MMEKTCA NPOTUBOMOKa3aHMs ANs  /1eYeHUs
NPOKTO/I0rMYECKMMIN METOAAMMN.
e YCTPOWCTBO AN M3MEpeHUss BO3MOXHOCTUM MNpuUMeHeHus cuctembl OTSC
PROCTOLOGY Ranger He cnegyeTt wucnosb3oBaTb B C/yyae, €cfiv UMeKTCsA

NpPOTMBONOKAa3aHUA 41151 Ie4EeHNs NPOKTONI0TMYECKMMU METOAAMMN.
6. BO3SMOXXHbIE OCJIOXHEHWA

Cucrtema HanoxeHnua knunc OTSC npoKTosiornyeckas

Mpn onpeneneHHbIX 06CToATEeNbCTBAxX Kannca MpPOKTOMOrMY4eckon CUCTEMbI HANTOXEHUS
{ knmnc OTSC MOXET Bbl3BaTb MOBPEXAEHUSA TKAHEN. DTO BK/OYAET, B YACTHOCTU:

* [loBpexaeHns, paspyLLEHns U pasapaxeHne aHOpPEeKTa/IbHON CTEHKM Kak BO BpeMms

onepauun, Tak 1 nocne. JTo Takke MOXET MPON30MATM Ha NPOTUBOMOSIOXKHON CTOPOHE

Nnos1IoCTI.

* BO3MOXHO HeoCTaToOyHOE 3aKpbiTUE A3Bbl WM o4Yara KpoBOTEYEHUSA K/INMCOM.

Bo3moxeH He,EI,OCTaTOHHbIVI remMocTta3 nocse npuMmeHeHna KIurncobl.

B03MOXHO BOCCTaHOB/IEHWE YCMNELUHO BbI/IEYEHHOIO KPOBOTEYEHUS.

BO3MOXHO MHpMLMpOBaHMEe 061acTh KNUMNMPOBaHUS.

* BO3MOXHO HEKOPPEKTHOE NPUMEHEHME K/UMCbl B HEXenaTtesibHol 061acTn, KoTopoe
MOXET OC/TIOXHUTb WIN UCKIOUNTL pa3MeLLleHne A0MNO/THUTETbHOW KAWUNCbl B AAaHHOM
obnactu.

* Mpuneratowas TkaHb WM TKaHb Ha NPOTUBOMOJ/IOXHOM CTOPOHE MPOCBETA MOXET

ObITb MEXAHWYECKN NOBPEXAEHA UM pasapakeHa KUMCOiA.

Cucrtema HanoxeHunsa knunc OTSC npokTonoruyeckasa ¢ Kamncamu
Mpy onpeaeneHHbIX 06¢cTosATeNbCTBAX Kaunca MNMpPoKTONOrM4eckon CUCTEMbI HANTOXEHUS

kunc OTSC MOXET BbI3BaTb NOBPEXAEHUS TKaHEW. DTO BK/IHOYAET, B YACTHOCTMU:

o MoBpexaeHns, paspyLleHns UM pasapaxeHne aHOPeKTaslbHON CTEHKM Kak BO BPEMSI
onepauun, Tak 1 nocne. 3TO TaKKe MOXET NPOU30TU Ha NPOTUBOMNO/IOXHOW CTOPOHE
MOsIOCTU.

» BO3MOXHO HeA0CTaTOYHOE 3aKpbITUE A3Bbl UM oYara KPOBOTEUEHWS! KUMCONA.

* Bo3moxeH Heﬂ,OCTaTOl-IHbIVI remMocTtas nocse npuMeHeHunsa Kaurcobl.
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* BO3MOXHO BOCCTaHOB/IEHWE YCMNELLUHO Bbl/IEYEHHOIO KPOBOTEUEHUS.

e BO3MOXHO MHMUMpPOBaHME 061acTX KIMNNUPOBAHWS.

* BO3MOXHO HEKOpPPEKTHOE NPUMEHEHME K/IUMCbI B HEXenaTeNbHoW 06n1acTn, KoTopoe
MOXET OCNOXHUTb UM UCKIIOYNUTL pPasMeLLeHNe AOMNONHUTENTbHON KUMCbl B laHHOM
obnacTu.

e Mpuneratolast TKaHb UM TKaHb Ha MPOTMBOMNOJIOXHOW CTOPOHE NMPOCBETa MOXET

ObITb MEXAHUYECKM MOBPEXAeHA UM pasgpaxeHa KIUMcoi.

r

WeTtky gna ductynsl OTSC PROCTOLOGY MoOXeT Bbl3BaTb NnospexaeHue
TKaHeil, B HaCTHOCTMU:

* YCcuneHHoe npotasikmBaHue npuv Ha/iMunm ConpoTUBNEHUA MOXET Bbl3BaTb
i nosiBneHne Hoeon nepcopaumm ductynel (Via falsa).
e YCUNEHHast YNCTKA MOXET BbI3BaTb U30bITOYHOE yaasieHNEe 3[40PO0BbIXKMUBbIX TKAHEN
COBMECTHO C Aunartauuein qoucTyNbHOro KaHana.
» KpoBoTeueHne 1 remMaTombl.
o [leTann WETKN MOryT c/loMaTbCA NpU HeaZekBaTHOM MCMOb30BaHUN.
e MexaHnyeckne MaHUNynsauun ¢ TKaHAMKU MOTyT BbI3BaTb WM YCYTYOUTL/YTSXKENNTb

NHApeKUmN.

Yctponcteo gnda nssneverHns kamnc OTSC PROCTOLOGY

O6LUMe OCNOXHEHMA BCTPeYarTCca peako. Yactota n cepbe3HOCTb OC/IOXHEHWIA
3aBUCAT OT BMAa obcnegoBaHns. Prckamun SABNSAKOTCS:

* [loBpeXxaeHns HepBOB, COCY0B, TKaHeW

» KpoBoTeueHus

* VIHhekumn

» Tpom603

* TpOM603MOB0IMA NEFOYHON apTepUm

YCTPONCTBO A1 U3MEPEeHUss BO3MOXHOCTM npumeHeHus cuctembl OTSC
PROCTOLOGY Ranger

* [oBpexaeHnsa TKaHeBbIX CTPYKTYP

* YacTuuHble NoBpexaeHus, natosorum uim Bo30yauMocTb aHOPEKTa/TbHOW CTEHKN
BO3MOXHbI, HO HAB/IAAKTCA B UCKNIOUNTE/IbHO PefikuxX Cydasix BO BpeMs ornepauuii

nnn nocsie H1X.
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7. MEPbI NMPEAOCTOPOXHOCTW

MNPEAYMPEXOEHNA

Mepep venonb3oBaHUEM CUCTEMbI HaoXXeHUs kKannc OTSC NPOKTO0r NYecKom
caunioy  MPOBEPLTE KOMMOHEHTLI Ha MOBP&XAEHWNA 1 fipyrie feekTbl. BpakoBaHHbIe

JeTa/In MOTyT BbI3BaTb HEMPaBU/IbHYIO PaboTy MHCTPYMEHTA UMW NOBPEXAEHUS Y

naumeHTa.

HeKoppeKTHOe MCMO/Ib30BaHME MOXET BbI3BaTb MOBPEXAEHUS Y NaLMeHTa; HanpyuMep, Kaunca

f MOXeT ObITb BbinyuieHa U MOXXET BbINMacTb C ANCTa/IbHOINo KoJinayvka CﬂyHaVIHO.

Mepen Mcnosfb3oBaHMEM CUCTEMbI HATOXeHUA Knmnc OTSC npoKTO0rnyecKo,

H€O6XO,EI,VIMO NMPON3BECTU MNMOAITrOTOBKY MeCTa NMPUMEHEHNA.

Ana ductyn, TpebyeTca NPOUNCTUTL TPAKT PUCTY/IbI, U MPOBECTU XUPYPTUYECKYIO
NOAroToBKY BHYTPEHHEr0 KaHasia (CTy bl, K NpUMepy, NpenapupoBaHme aHogepma.
AnctanbHbI KONNayoK LO/MKeH ObITb HalueneH Ha XXenaemoe MecTo KAnnnmpoBaHus,
HaXXaTue Ha KOo/INa4voK A0/HKHO NPOU30OATU TOUHO Haj 3TUM MeCTOM.

[na o6neryeHns aToro npowecca, Ha MeCTO NPUMEHEHUA MOTYT ObITb HaNOXEHbI HAUTK, a X
CB0O60AHbIe KOHLbI MOXXHO NPOMYCTUTb Yepe3 cBOGOAHBIN KaHan npuoopa. [1s aTUX Lenen

MOXXET MCMO/b30BaTLCA NpeyCcTaHOB/EHHbIN HUTEBbLI TpaHcnopTep.

MyTem NpUMeEHEHNST HUTER U NPU CUHXPOHHOM NPOABVXKEHUN MPOKTONOrMYECKON CUCTEMbI
HanoXeHnst knmnc OTSC, gucTasibHbIA KOMNAY0K MOXKHO PasMecTUTb TOYHO Haf XKenaeMbIM
MeCTOM MPUMEHEHUS, N TKaHN MOXXHO 3aTSIHYTb B KOMNayoK. [laBfeHne Ha KonayokK
Heobxo4AMMO AN TOro, YTOObl Y0CTOBEPUTHLCA B TOUHOM CXBaTbIBaHUM K/NMChI.
Heobxoanmo y6eanTbCs, YTO KOMAYOK NOMeLLLeH B 0TBepCcTUE (PUCTYNbI B HANpaBieHNn
NPOCBETa, 4/19 TOro YToObI 06eCNeYnTb KAUMMUPOBaHMNE, KOPPEKTUPYIOLLIEe

VCKPUB/IEHNE MPSIMOIA KWLLKW 1 3aiHEr0 NPOXOfa.

MyTtem OTKPbITNA 3aMKa 6e30MacHOCTUN N HaXXaTUS BbINyCKaKLIEro MexaHmn3ma, nocagovyHoe

KONbLIO BbIMYCKaeT U y6V|paeT KNMnNcy n3 ANCtasibHOro Kosnavka.
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Mpy ncnonb30BaHUKM BCNOMOraTe/IbHbIX MHCTPYMEHTOB A5 06ecneyeHns
/ \ 6e30MacHOCTM TKaHel, y40CTOBEPbTECH, YTO HAKOHEYHMK BCMOMOraTe/IbHOro
CAUTION

WNHCTPYMEHTa NOMHOCTbI 3aX0ANT B AUCTA/IbHbIA KOMMAY0K NPOKTOM0rMYeCKOWN CUCTEMbI

HanoxeHna knunc OTSC.

Bce KOMMOHEHTbI MPOKTONOrMYecKon cnucTeMbl HanoxeHnsa kannc OTSC
ﬁ npegHasHaYveHbl TONbKO A/15 04HOPA30BOro UCNob3oBaHUsa. Matepuabl,
NCMOJIb30BaHHbIE B MPOAYKTE, HE NpeLycMaTpmuBatoT nepepaboTKy 1 NOBTOPHYHO
cTepunusaumo. KomnoHeHTbI npunbopa paspaboTaHbl 415 04HOPa30BOro UCMob30BaHNA y
OAHOr0 NaLuueHTa 1 He NpejycmMaTpyBaloT MHOIOpa3oBoro 1UCrosib30BaHUS.
MepepaboTKa 1 NOBTOPHOE MUCMO/Ib30BaHME 04HOPA30BbIX NPUOOPOB MOXET HaBPeaUTb
nauyveHTy (HeafeKBaTHOE (PYHKLMOHMPOBaHME, HEAOCTATOUHAA CTEPU/IBHOCTD, 3apaXkeHue,
KOPPO3nNA UK ApYrue yXyALeHUs KayecTsa).
Mepep UCNonb30BaHMEM, MOXa/lyincTa, Y40CTOBEPbLTECH, UTO YNaKoBKa He NoBpexieHa 1

npoBepbTe CPOK FOAHOCTU. Henb3sa rapaHTMpoBaTh CTEPUIBHOCTb MPOAYKTA, EC/IN YNaKOBKa

NoBPeX/eHa, NN UCTEK CPOK FOAHOCTMU.
MPT-nHdopmaums

Knuncbl OTSC asnatotca MPT-coBMecTUMbIMW. NauyeHTbI, NpoLUefLlive neyeHne
[JaHHbIM NMPMGopoM, MOryT BbITb 6e30MacHO CKaHMPOBaHbI Cpasy e nocse pasmMeLleHus

npuv cnesLyroLwmnx ycnoBusx:

- [MocTosAHHOE MarHUTHOe rnosie 3 Tecna UM MeHee,

- MpocTpaHCTBEHHbIV rpagueHT MarHUTHOro nonsa 720 Maycc/cMm unm meHee.

HarpeBaHue, cBa3aHHoe ¢ MPT

Knuncel OTSC npoussoguin HarpesaHue meHee yem Ha 1,70C Ha makcumyme MPT
CUCTEMBbI, C YYETOM TOr0, YTO CPeAHAN yaenbHaa nornowaemas MowHocTb (YT1M) Bcero
Tena coctaBnsana 3BT/Kr 3a 15 muHyT B 3-Tecna (3-Tecna/128MIu, N3nyyatoulas,
MporpammHoe obecriedeHne G3.0-052B, [ykeHKepan INeKTpUK Xenckanp, Munyoku,

wrat BUCKOHCUMH) MPT cucTtembl.

Bcneanctsue storo, ceasaHHoe ¢ MPT mcnbiTaHne Ha HarpeBaHue knurnc OTSC npu 3
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Tecna, ¢ UCNoNb3oBaHWEM MpUemMonepesatoLLLein pagmodacToTHON KaTylwkun Ha MPT
cucTeMe aasno pesynbTaT cpedHel yaenbHoi nornowaemoi motHoctr (YTM) Bcero
Tena B 3BT/Kr (K npumMepy, acCoLMMPOBaAHHON C M3MEPEHHbIM B KaJIOPUMETPE 3HAYEHWEM
2,8BT/Kr), 1 nokasano MakCUMasibHbIli YPOBEHb HarpeBaHus, BbISBUBLLWIACA B CBA3N C

3TUMU CNeunpUYECKNMI YCITIOBUSIMU Ha YPOBHE Un HKe +1,70C.

VHgopmaumsa 06 MCKaXXeHUSIX

KauectBo MPT n306pa>keHNsA MOXKET OKaszaTbCAMLIOA BOMPOCOM, €C/IM 30Ha MHTepeca
Haxo4UTCA HernocpeaCTBEHHO WM Henoganeky oT MecTa pacnonoxeHusa knurnc OTSC.
BcnefcTeume aToro MoXxeT 6bITb HeOOX04MMa onTUMM3aUMAa napameTpos MPT

1306padkKeHMs 4711 KOMMeHcaLMy NpUCyTCTBUSE LAHHOTO YCTPOCTBA.

f
WmnynbcHbii  T1-SE T1-SE GRE GRE
pexxnm
Pa3smep 30HbI  543Mm2 112mm2 984mMm2 402MMm2

1 otcyTtcTBUA
curHana
MnockocTtHas MapannéneH  lNNepneHankynsapHas MapannensHasa [NNepneHanKynsapHas

opueHTauua asd

8. OMNMVCAHWVE U3AENVA

l. Cuctema HanoxeHusa kamnc OTSC npokKTonornyeckasa ¢ kKnuncamm
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OnncaHne KOMMNOHEHTOB:

lMpokTonornyeckas cucrtema HasoxeHna knunc OTSC cocTouT us:

Mpubopa ¢ npea3arpy>xeHHoN KIMncor MNpoKTOI0rM4eckor CUCTEMbI HATOXEHUSA KITUMC
OTSC 14t (A) n nocago4Horo konbua (B) Ha anctansHom konnayke (C), ¢ rny6uHoi
Konnayka 14,8mm.

CnyckoBoro mexaHuama (D) ¢ 3amkom 6e3onacHocTi (D.1) 1 nocagouHbIM
nepekntoyatenem (D.2).

Pabouero kaHana (E) anst rubkmx nHctpymeHtoB 02,5mm, paboyeit annHoi 136mm,

[ocCTaB/IieMbIX ¢ noMoLblo Hutesoro TpaHcnoptepa (F).

Knunca MNpokTonornyeckom cucteMbsl HanoxeHms knmnc OTSC 13 cBepxynpyroro
cnnaea ¢ achbdpekTom 3anommHaHma popmbl (Nitinol) n paspaboTtaHa gnsa oxarus
TKaHel, ONa 1eveHnst NOBPEeXAEeHW CTEHOK U remocTasa B NpokTonoruu. Mocne
YCTaHOBKWN K/IUMNCbl OHA BO3BpaLaeTcs K nepBoHayasibHOW, HEUCKPUB/IEHHOWN thopme U,
TakMuM 06pa3oM, oKasbiBaeT CXXMMaOWNn adEKT Ha TKaHW, K MpMMepy B OTBEPCTUU
domcTynbl, Mexay 3ybuamu Knunckl. locne yctaHoBKKM, KAunca octaeTcs B aHa/lbHOM
KaHauie UM NPSIMOA KULLIKE.

Knuncel cTepunbHbl, CTepunnianma npoBeseHa 3TUIeHOKCUAOM.

MaTepuan knuncbl MNpoKTON0rnyeckoin cuctembl HastoxeHns knunc OTSC, HuTuHon,

ABNAETCA NMoSIHOCTbIO MPT- COBMECTUMBbIM.

Pa3|\/|ep Knnebl N AUCTanbHOro Konnavka:

Knuncbl MPoOKToN0rnyecKoi cucteMbl HanoxeHns kamnc OTSC 3akpensieHbl Nog,

MEXaHNYECKNM Halps>XeHNeM Ha ANCTa/IbHOM KO/nadkKe.
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LLInpunHa 30HbI CXXaTUA = WMPUHA KIMNNUPOBaHUS (a)

y

Tabnmua HKe NoKasbIBaeT pasMep KANUMC U AUCTaIbHOr0 Konnadka

LLInpyvHa knunnupoBaHus [a] MaKCcUMasbHbI BHELLHWI AnameTp

AMCTaNIbHOro Kosnauvka [bj

11 Mm 23 MM

O6bEM KIMMNMUPOBAHHOI TKaHM BapbMpyeTCs B 3aBMCMMOCTM OT 06bemMa TKaHu,
3aTAHYTOro B AWUCTaslbHbIA KONMA4yoK. Takum 06pa3oM, LUMpMHA 30HbI KIMNNMPOBAHHOW

TKaHWN MOXET MpeBbillaTb LWAPUHY KNNNMpoBaHUA KAUMChbI.

- WeTtka gna ductynbl OTSC PROCTOLOGY

LLleTKa Anst UCTYNbl COCTOMT U3 NOSTYrMOKOro NPoBoja co LWEeTKOV nocepeanHe, 0CHaLLeHHOro
neTneli Ha 04HOM KOHLIE 1 0NIMBOO6GPA3HBIM JaTUYMKOM Ha ApPYromM.
LinTonornyeckas LweTKa Anst GUCTynbl - 3TO NPU6OP ANS1 UCCNef0BaHUS, O4YMUCTKN U yaaneHus

OMepTBEBLUMX TKaHen UM NpoayKTOB pacnaja KAeToK 13 aHOpPeKTasIbHOW UCTY b

LiMTonornyeckas LWeTka Anst UCTYsbl - 3TO U3[eNne, UCMO/b3YIOLLEecs TO/IbKO COBMECTHO C

MPOKTONOrMYecKol cncteMon HanoxeHnsa knnnc OTSC.

n
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- YcTpoiictBo ansa ussnederms kamnc OTSC PROCTOLOGY

—180 i

YCTpoicTBO Anst u3sneyveHus knmnc OTSC PROCTOLOGY £BMS€TCA CTaHAapTHbIM

NPMBOPOM A/151 OMepaTMBHbIX BMELLIATE/IbCTB B 06LLIEA XMPYPIUKM U FaCTPO3IHTEPOSIOT UK.
Mpwn NprMeHeHUN YCTPOMCTBO A48 M3BnedYeHns knnnc OTSC PROCTOLOGY

Knunca MoXeT 6bITb YyaaneHa MyTeM paspesa 06enx 3aKpYr/ieHHbIX CTOPOH K/UMChI C

ncnonb3oBaHMeM YCTPONCTBa anga mnssnedveHunsa knmnc OTSC (puc. 2)

PrcyHok 2

A

- YCTpPOWCTBO [A/19 U3MEPEHWs BO3MOXHOCTM MpuMeHeHus cuctembl OTSC
PROCTOLOGY Ranger
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MepeaHass 4yacTb YCTPOWCTBO AN M3MEPEHMS BO3MOXHOCTM MNPUMEHEHUS CUCTEMBI
OTSC PROCTOLOGY Ranger (oT Konnmayka [0 PYKOSITKM) FeOMeTPUYECKM MOX0XKa Ha

TaKyto Xe YacTb Y annnkaropa NnPoKTON0rM4eCKor cucTembl HanoXxeHnsa knnnc OTSC.

YCTpOWCTBO A1 U3MEPEHMS  BO3MOXHOCTM  MpUMeHeHust cuctembl  OTSC
PROCTOLOGY Ranger coctoMT M3 [MCTa/lbHOIO KO/AMayka, MapKUPOBOYHOM NMHUMK
(obo3HauvaloLLen KOHeL, PYKOATKM [MPOKTONOrMYecKor cuctembl HanoxeHns kavnc OTSC) u

PYKOATKMU. \

9. YC/TIOBNA N MMPABJTA SKCIMNNYATALNNA
9.1. MNMoAaroToBKa KKUCNO/b30BaHWNIO
Mepen wucnonb3oBaHWEM U3AeNUS MPOBepPbTe KOMMOHEHTbl Ha npegmer
CAinm TpewmH v npounx fedektoB. 3ameHUTe Bce AeddeKTHble 4acTu Ha HOBble.
JedekTHble YacT MOryT Bbi3BaTb HENCNPABHOCTb WM HAHECTU TPaBMbl JTALNEHTY.
HenpaBunbHOe WUCMNO/b30BaHWE TakkKe MOXeT MNpMBECTU K HaHEeCeHWo TpaBMbl
nauveHTy unm Bpady, Tak Kak Kamrca MOXeT C/lydaiHO pa3BepHYTbCA WU COCKOUYUTb C
Ko/nauka.
O6paTtute BHMMaHVWe Ha MNOBPEXAEHMA YMNaKoBKM W AAaTy OKOHYaHUS Cpoka
A rogHoctn. B cnydae, ecnv ynakoBka MoBpexeHa WM CPOK rogHOCTU Yxe
NCTEK, CTEPUIBHOCTb NPOAYKTa rapaHTupoBaHa ObiTb HE MOXET.
A Bce nspenua OVESCO npepHasHayeHbl UCKNHUYUTENBHO 419 04HOPAa30BOoro

CMONb30BaHNA. MaTepuanbl He BblAEPXMBAOT BTOPUYHOA 06PaABOTKM 1

CAUTION

NOBTOPHOM cTepunnsaumm. KOMIOHEHTbI paccumTaHbl Ha UCMosib30BaHne Ans

O[HOr0 NaumeHTa 1 He NepeHOCAT MHOIOKPaTHOro NPUMEHeHNS.
BropnyHaa ob6paboTka WM NOBTOPHOE  MCMO/b30BaHME  O4HOPa30BbIX
Maotion MHCTPYMEHTOB MOryT HaBpeAuTb NauueHTy (HeHagnexawian akcriyarauus,

HeJocTaToYHasi CTEPUILHOCTb, 3arpsisHEHVE, KOPPO3UA 1 NPoYMe HapyLUeHus).

NMPEAYMPEXAEHWE / MEPbBI NMPEAOCTOPOXHOCTN

. Bpau pgomxeH y6eautbCA B TOM, 4YTO MPUMEHEHWE KIUMC MPOU3BOAATCA B
COOTBETCTBUM C UHCTPYKUMEN MO NPUMEHEHUIO.

. Knmncel OTSC  MoHTUpYOTCA Ha AuctasibHOM Kosmnadke OTSC € BbICOKMM
MEeXaHNYECKUM HaTsHKeHMeM. B CBSI3M C 3TMM CyLeCcTBYET PUCK TpaBMbl B pe3y/ibTarte

HeHad/exallero o6palleHns, Kak Ana Bpadya, Tak M 408 nauvedta. B umcno
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BO3MOXHbIX NPOBSEM BXOAAT HenpegHaMepeHHoe OTMNyCKaHue KAUMCbl WK oThnyckaHue

B HeLesieBoOM MecTe.

. N3penns Ovesco coBMecTMMbI Apyr ¢ gpyrom. Nepen ncnosb3oBaHNeEM MU3aenui

Ovesco BMecCTe C n3genusammn Apyrux nponsBoguTenei, Bpad gomkeH yoeanTbCca B TOM,

4TO N34e/IMA COBMECTUMbI C TOUKN 3PEHNS Lies1ieBO 06/1acTy NPUMEHEHNS.

9.2 Jkcnnartyartaunsa

1 Mepen ncnonb3oBaHMEM cUCTEMbl HautoxeHus knmnc OTSC NpOKTONOrM4ecko
HeobXxoAMMO  MOAroToBMTb  06M1acTb  MOTEHUMA/IbBHOTO  KAUMMPOBAHUA.
HeobxoaMmo NpoBepUTb BO3MOXHOCTb MPUMEHEHUS] CUCTEMbI HATIOXEHUST K/UMC
OTSC npv nomoLiM YCTpoiCTBa AN U3MEPEHUS BO3MOXHOCTU MPUMEHEHNS

cuctembl OTSC PROCTOLOGY Ranger, ecnu xenaemoe MecTo KIMNnMpoBaHus

I [OCTYMHO, TO MOC/MEe 3TOr0 Heob6XOAMMO MPOYMCTUTL KaHan (UCTY/Ibl LLETKOM
ana ductynbl (Ovesco) Mbo XMpypruvyeckn noarotToBUTL pPackpbiTble (OUCTYbI,

B TOM 4KC/ie 30HbI aHoAepMa.
2. Mocne 3TOro HEOOGXOAMMO CMO3MLMOHMPOBATLCA AMCTa/IbHLIM KOMMAYKoOM Ha
Xenaemon o6nactT kaunupoBaHusi. [pyu 3TOM HEOOXOAMMO C AaB/ieHUEM
NPUGN3NTL AUCTaUTbHBIA KOMNAYoK K 061acTn KnvnupoBaHus. Ons obneryeHns
[aHHOro rnpouecca MOXHO 3auenuTb HWUTb 3a pabouyyld 4acTb HUTEBOrO
Tpacnoptepa M MNPOBECTU €ee 4yepe3 paboynili kaHan WMHCTpyMeHTa. [ns aTux

Lleneli ucnonb3yeTcs NpeaycTaHOBMNEHHbI HUTEBLIV TpaHcnopTep (cMm. puc 3)

3. Kak anbTepHatvBa Ans NOATAMMBaHWS MOXHO MPUMEHATb SIKOPHbIA 3axBar
OTSC, KoTOpblii NPOBOAMTCS 4vepe3 pabounii KaHan CUCTEMbI M NOABOAUTCA K
MeCcTy nopaxeHus. [loaTArMBas HWUTbL NIMGO SAKOPHbLIA 3axeaT, M npoasuras
CUCTEMY Ha/IOXEHUSI KAMMC, ANCTaNbHbIA KOAMA4yoK NAOTHO NoaxoauT K ob6nactu

nopakeHnda, 1 TKaHb 3aTdrmBaeTcAa B AVICTaJ'IbeIIZ KOJ/IMa4vok, Heo6xop,wv|0
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y6eamnTbCs, 4TO TKaHb HaxoAuTCA Nof AaBNEHWEM B ANCTa/IbHOM KOJnauke.
Mocne aTtoro knunca MoXeT 6bITb BbICBO60)Kp,eHa nyTem Havkatma Ha CI'IyCKOBOI7I

MeXaHUn3M.

- Wetka gna uctynsl OTSC PR
* LUleTka onsa oucTyibl OCTOPOXHO BBOAUTCA B OTBEPCTUE (PUCTY/bI

- b0 C NOMOLbI0 0/IMBOOBPA3HOro AaTuumka,

- wmbo, B cnydae [ApeHaxa QUCTy/Nbl, C MNpPOBEAEHMEM nuraTypbl nyTem
NpucoeVHEeHNs Nuratypbl K yxy LWEeTKM U BBefeHus npubéopa B oTBepcTMe (PUCTynbl C
nratypoi.

o leTtka gna ucTynbl BOAMTCA [0 TeX Mop, Mnoka OTAeN CO LETKOW He OKaxeTcs

BHYTPU PUCTYNILHOIO KaHaua.

* QUCTY/IbHbIA KaHa/1 OCTOPOXHO ounLLLaeTca/yfansatoTca NoBpeXxaeHHble TKaHu nyTemM

BO3BPAaTHO-NOCTYNaTe IbHbIX ABMXEHUIA LLETKN.

o QUCTY/bHbIM KaHa/l MPOMbIBAETCS, Hanpumep, C MOMOLWbI pacTBopa X/opuaa

HaTpus.

Mocne ncnonb3oBaHWA WeTKa a4 (bI/ICTy]'IbI N3bIMaeTCA.

- YcTtponicTteo anda nssnevenms kamnc OTSC PROCTOLOGY

Mpy NpUMEHeHWM YCTPONCTBA B KaYecTBe 3axknma g1sa yaaneHus Kannc:

Knunca moxeT ObITb yaasieHa nyTem paspesa 06enx 3akpyrfeHHbIX CTOPOH KWUMCbl C
NCNOMIb30BaHMEM YCTPOWCTBA AN WU3/IeYEHUS K/IUMNC MNPOKTONIOMTMYECKON CUCTEMbI
OTSC. HeobxogmMMo packpenutb HUTUHOMOBYIO KAUMCY NPy MOMOLUM ABYX YCTPOWUCTB

AnAa n3sneyvyeHnd Knunc C o06eunx CTOPOHbI, Kak nokasaHo Ha puc. 2

- YCTPOUCTBO A1 MU3MEPEHUA BO3MOXHOCTM nNpuMeHeHnsa cuctembl OTSC PR
Ranger
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YCTPOWCTBO A/151 U3MEPEHUSA BO3MOXHOCTM npumMeHeHus cuctembl OTSC PR Ranger

BBOAUTCS B YETKO BUAMMbIA aHa/bHbIA KaHan Uiy NPsSIMYO KULLIKY 7151 MTPOBEPKM

JIOCTYMHOCTU XXe1aeMoro Mecta NpUMEeHeHUst annMkaTopa NpoKTOI0rMYecKoit

cuctembl HanoxeHus knunc OTSC. Mpunbop Ao0MKEH BBOAMTLCA akKypaTHO, a Koana4vok

AOJ/DKEH 6bITb pacnosoxeH B MecTe nNpuMeHeHus. lNprmeHeHve rlpOKTOI'IOFI/Il-IeCKOI\/’I

cuctembl HanoxeHus knunc OTSC npoTnBonokasaHo, ec/iv Xxesnaemoe MecTo

HEeAOCTYMNMHO Npn NMOMOLLIN YCTDOVICTBa ANna n3aMmepeHna BO3MOXXHOCTU NMPpUMEHEHUA

cuctembl OTSC PR Ranger, niam MapkMpoBoYHas /IMHUA NOrpy>KaeTcs B aHyc.

FO.MATEPWNAJIbI NSOENNA

- Cnctema HanoxeHunsa knunc OTSC npokKTonornyeckas ¢ Kavncamu

Homep Ha3BaHne KOMNOHEHTa CUCTEMbI

Matepuan/

ToproBasa mapka

1 OTSC TlMpoktonornyeckada knmnca Hutu-C, HATUHON

2 Mocago4yHoe KosbLo

AncTanbHbIi Konnayvok

4 Pa6ounii kaHan

5 CnycKoOBOW MeXaHU3Mm

6 3amok 6e3onacHoCTuU
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TepnypaH HD-15
(ABS), Masterbatch
Mabhithen, ABSD
361547
OpaHxeBblii

CAH NYPAH 388S
HepxaBetoLasn
ctanb 1.4301
Ynetpamug A3K FC
natur  Masterbatch
Mabhithen PAD
3BA0527
OpaHxeBblii

Ynetpamug A3K FC

natur  Masterbatch
Mabhithen PAD
3BA0527
OpaHxeBblii

CraHpapt

ACTM 2063
TepnypadH  HD-15,
nco 10993:
Masterbatch B
COOTBETCTBUU c
1935-2004 EC

EN 71-9
X10CrNi18-8

YneTpamuna: FDA
21 CFR 177.1500
Masterbatch B
COOTBETCTBUU c
1935-2004 EC

YneTpamuna: FDA
21 CFR 177.1500
Masterbatch B
COOTBETCTBUM c
1935-2004 EC
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7 MpeaycTaHoBNEHHbI  HUTEBbIM Tybyc; Bectamug Jl, FDA

TpaHcnopTep nonvamug 12

Kptok:  YnbTpamug,

Monnamnpg 6
8 Pyuka TepnypaH HD-15 TepnypaH
(ABS), benas NCO 10993

- WeTka ana ductynsl OTSC PROCTOLOQ,Y

Ne HaumeHoBaHne  Martepuan / Toprosbliii 3HaK CraHpapT
KOMMOHeHTa
1 OnmBooGpasHblii  Xnpypruyeckas EN ISO 7153-1
. JaTunk Hepxkasetowasa ctaib 1.4105,
| 1SO 7153-1
2 OTaen co CuHTeTnueckaa wetka, PA FDA konform
LLIETKO Tynex 6.12 21CFR177.150 8
(bX8)
3 Monyrnbkuii Xupyprudeckas EN I1SO 7153-1
npoBoj Hepxaserowaa ctaib 1.4301,
ISO 7153-1
4 Metnsa Xupyprudeckas EN ISO 7153-1

Hepxagerowaa ctanb 1.4301,

ISO 7153-1

- YcTpoiicteo anst ussnedennst knmnc OTSC PROCTOLOGY

Ne  HaumeHoBaHMe Matepvian [/ Toprosbii
KOMMOHeHTa 3HaK
YCTpOWCTBO HepykaBetoLLas cTaslb
ans Mpumechb TUTaHa

1 n3BnevyeHuns MNpumecb antoMuHnA
Knunc OTSC
PROCTOLOGY

- YCTpOWCTBO A1 U3MEPEHUS] BO3MOXHOCTM  MPUMEHEHUSI  CUCTEMbI

PROCTOLOGY Ranger

Ne HawmmeHoBaHne Martepyan [/  Toprosbliii
KOMTMOHeHTa 3HaK
1 Konnauok Xupyprudeckas
annankKaropa Hep>kaBsetoLas cTa/ib
1.4301
2 PykosaTka Xupyprudeckas
Hep>XaBetoLLas cTa/ib
1.4301

17
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CraHpapT

DIN EN ISO 7153-1
DIN EN 1SO 5832-3
DIN EN ISO 573-3

CraHpapTt

DIN 17442, DIN
58298ff, I1ISO EN DIN
7153-1-M, AISI1304
DIN 17442, DIN
58298ff, I1ISO EN DIN
7153-1-M, AISI304

177.1500
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11. TEXHWYECKNE XAPAKTEPUCTUKN U3OENNA

11.1 nnHa cucteMbl HanoxeHus knnnc OTSC NPOKTONOrMYeckon - 253 mv

11.2 OnvHa paboyero kaHana cuctemMbl HasioxeHust Knunc OTSC npoOKTONOrMYeckon -
136 Mm

11.3 MakcMasibHas WMpKUHa OT ANCTaIbHOrO Kosnayka Ao paboyvero kaHana CUCTEMbI
HanoxeHus knunc OTSC NPoOKTo/ornvyeckom - 35 Mm

11.4. MakcumasibHbIA BHELUHUIA guaMeTp QUCTa/IbHOro Kosinayka CUCTEMbl HaslI0XKeHMs
knmnc OTSC NpPOKTON0rnYeckon - 23 MM

11.5 WupuHa knMnupoBaHusa (WMpUHA 30Hbl CXKaTUA KWUMCbI) CUCTEMbI HauIOKEHUS
knunc OTSC NpoKTosiornyeckom - 11 mwm

11.6 AnvHa weTkn onia puctynisl - 300 Mm

11.7 AnvHa YACTAWEN WETUHbI WeTKN Ansa puctynbl - 40 MM

11.8 LUnpuHa YMCTALWEN WETUHBI WETKM ANa puctynbl - 4 MM

11.9 AnameTp 0IMBKOOOPA3HOro gaTyumnka LWeTKN o8 PUCTy bl - 2,2 MM

11.10 AnameTp NeT/iv WeTkn ana ouctynsl - 2,5 mm

11.11 MakcumanbHas  LUMpWHa ycTpohcTBa AN n3eneveHna knmnc OTSC
PROCTOLOGY - 95 mm

11.12 MakcumasibHass  O/iMHa  ycTpoicTeBa  Ons n3sneyeHua kaunc OTSC
PROCTOLOGY - 180 mm

11.13 [AdnuHa paboyeir 4acTu ycTpoilctea AN n3sneveHna knunc OTSC
PROCTOLOGY - 70 mm

11.14 WwupuHa 6paHw ycTtpoictBa gna ussnedeHns kamnc OTSC PROCTOLOGY -
23,5 MM

11.15 [nnHa ycTpoicTBa A1 U3MEPEHUS BO3MOXHOCTU npuMeHeHust cuctembl OTSC
PROCTOLOGY Ranger - 253 Mmm

11.16 AnvHa paboyero kaHana ycTponcTBa Ans U3MepeHnss BO3MOXHOCTU NMPUMEHEHNS
cuctembl OTSC PROCTOLOGY Ranger - 136 MM

11.17 MakcumanbHass wWwupuvHa OT AUCTaNbHOro Kosinayka [0 paboyero kKaHana
yCTpolcTBa AN U3MEpPeHWss  BO3MOXHOCTM  NpuUMeHeHus  cuctembl  OTSC
PROCTOLOGY Ranger - 35 Mmm

11.18 MakcMasibHbIA BHELIHWA AnamMeTp AMCTa/IbHOro Kosinavka yCTpoucTBa A/is
n3mepeHnsa BO3MOXHOCTU npumMmeHeHusa cuctembl OTSC PROCTOLOGY Ranger - 23

MM
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11.19 Macca cuCTeMbl HaUTIOXEHUSA KIUMC AO/KHA COCTaB/AThL:

- Cncrtema HanoxeHus knmnc OTSC npoktonornyeckasa ¢ knuncamm - 450 + 30 rp

- WeTka oA ductynbl - 70 251

- YctporictBo ania ussneveHus knunc OTSC PROCTOLOGY - 700 +30 rp

- YCTpoMCTBO 4719 U3MEepeHus BO3MOXHOCTU MpuMeHeHusa cuctembl OTSC

PROCTOLOGY Ranger- 350 30 mp
11.20 TpeluHbl, pakoBMHbI, 3ab60WHbI, LiapanuHbl, BbIKPOLLUEHHbIE MECTa, 3ayCeHLpbl,
MPWXOrK, OKa/IMHa, YacTuLbl MaTtepranos LWANGIOBKM U MOMPOBKN HE A0MYCKaKTCA.
11.21 MapameTpbl LLEPOXOBATOCTN NOBEPXHOCTEN AOMKHbI ObITb:
- ANsi KAunc He 6onee 0,1 MKm
- Ans ycTpoictea ana nssneveHus knunc OTSC PROCTOLOGY - ot 0,1 go 0,32 MKm
11.22 TeepAocCTb paboumx uvacTel ycTponctsa [Ana wu3BnedeHns kaunc OTSC
PROCTOLOGY pomkHa 6bITb He MeHee 45 HRCa.
11.23 VIHCTPYMEHTbI  AO/MKHbl  OblTb  W3rOTOBMIEHbI U3  KOPPO3UOHHO-CTOMKMX
mMatepuanoB. M3genus  OO0/DKHbl  ObiTb  KOPPO3UOHHO-CTOMKMMW B YCNOBUAX
aKcnyaTaumm, TPaHCNopPTUPOBaHUA U XPaHEHUS.
11.24 WNHCTPYMEHTbI AO/MKHbI BblAEpXUBaTh BO3AENCTBME TEMMNeEpPaTypbl U BAAXKHOCTU
BO3A4yXa B Mpouecce TpaHCNopPTMPOBaHUA N XpaHeHnsa A8 ycnosuin no rpynne 5 (OXK4)
no MOCT 15150.
11.25 B npouecce akcnayatauum MHCTPYMEHTbI AO/DKHbI BblAepXuBaTb BO3AeNCTBUE
Temnepartypbl M BMaXHOCTW, COOTBETCTBYHOLlEE KIMMATUUYECKOMY WCNOSHEHUIO YXJI
wim O kateropum pasmMeleHus 4.2 Winm KammatudyeckoMy MUcnosiHeHnto O kateropun
pasmelleHnss 4.1 aOns HEKOPPO3MOHHO-CTOMKMX CTaneir 6e3 MoKpbITUSA, a Takke Mo
cornacoBaHmio € 3akas3uMkoM, KAMMatM4yeckoMy  WUCMOJIHEHUMIO Y  KaTeropuu
pasmewieHma 2 no NOCT 15150.
11.26 NHCTpPyMEHTbl B TPaHCMOPTHON ynakoBKe AO/DKHbI 06/1afaTb YCTOMYMBOCTLIO K
MEeXaHU4YeCKUM  BO3LENCTBMAM  MPU  TPaHCMOPTUPOBaHMM  COOTBETCTBYHOLMM
FOCT P 50444.
11.27 Pagunycbl NpUTYNAeHNss paboymx YyacTeil UHCTPYMEHTOB AO/MKHbI ObITb
- He 6onee 0,1 MM - Ans KAKNC
10.28 Ycunve cpabartbiBaHMA CMYCKOBOrO MeXaHU3Ma CUCTEMbl Ha/IOXEeHUsA Kaunc
OTSC npokTonornyeckom ¢ knuncamu: He 6onee 18 H
HafgeXHOoCTb CNycKoBOro mexaHuama (MakcumasibHO Aonyctumas Harpyska): o 60 H

HagexHocTb 3amka 6e3onacHoCTM (MakcMmanibHO AonycTumas Harpyska): go 100 H
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10.29 HwuTeBoOW TpaHCrnopTep AO/MKEH M/IaBHO MPOXOoAuTb 4epe3 pabounii  KaHan
NMHCTpPYMeHTa 6e3 3aeaaHuii.

10.30 TpoYHOCTb cucTeMbl HanoxeHus kaunc OTSC NPOKTONOMMYECcKon ¢ Kavncamm
npu [aBfeHUM Ha [UCTA/IbHYK 4acTb CUCTeMbl (NpY NPUOAMKEHUM AUCTasIbHOro
Ko/nnayka Kk oénactm knmnuposaHusa coctasnset 100 H

10.31 lMpoyHOCTb WeTkn ans doumctynbl 60 H

10.32 «OnuBKOOGpasHbIA Aatumk» npeactaBnser cobor wap AvamMeTpoMm 2,2 MM,
BbIMOSIHEHHbIA U3  HEpPXaBEWLLEen  cTanu, BbINOSIHEHHbIN  ANa  yaobcTBa
MaHWMyIMPOBaHNS LETKON A8 (PUCTYbI.

10.33 Ycunve cMblkaHusa ycTpoictea gns nssneveHus kavnc OTSC; HOH

Ycunue paspesaHus ycTpoincTea ans mssnedvenns kaunc OTSC: 12 H

ycunume cmbikaHua pexymx ryéok: 11 H

HagexHOoCTb KpenneHust ABmxyLmxcs yactei: 50 H

10.34 Paboyas 4yacTb (pexylias KpoMKa) ycTpouhcTBa As1a ussnedeHuns knunc OTSC
[0/DKHA 6bITb OCTPOI. Paanyc NpuUTyneHns pexyLlein KpoMKU AO/MKEH ObiTb He 6onee
0,03 mm.

12 MAPKUMPOBKA

12.1. MapKupoBKa Wu3genua [Oo/KHa COOTBETCTBOBATb YKa3aHWAM B WHCTPYKLMK
nonb3osartens, TpeéosaHmam FOCT P 50444-92.

12.2. OcHOBHas MHthopmMaumsa Ha yrnakoBke O0/MKHA ObITb creaytoLlen

- HaMMeHoBaHve ¥ (U1) TOBapHbIA 3HaK NPeanpPUATUSA-U3roTOBUTESNA,

- afpec 1 TenedoH N3roToBUTENS,

- onMcaHne CoAepPXMMOro yrnakoBKU,

- Hagnncu «CTepunbHO», «AMUPOreHHO», «HeTOKCUUYHO»,

- Homep napTum (cepun),

- CPOK rofiHOCTH

JlonycTMo HaHeceHue AOoMNOTHUTENbHOW MHpopMauun 06 U3aenui:

«OcTOopoXHO! O6paTUTECH K MHCTPYKLUMN>
Homep napTtum

CnpaBOYHbIi HOMEpP
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[arta nsrotosneHus

Lot CTepunnsoBaHo okucblo atuneHa (EO).

REF

Mcnonb3oBaTb [0 «ro4-MecsLy»
Inam
2012

He ncnonb3oBaTb NOBTOPHO

2 x24» He cTepunvsoBaTtb

He ncnonb3oBath B c/lydae NoBpexaeHust
YMaKoBKM

He cogepxuT natekca

X

13 CXEMA MNMPOM3BOACTBA
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14. YNAKOBKA

14.1. KOHCTpYKUmMsi NOTPebuUTeNnbCKOM YNnakoBKU Ao/mkHa obecneyvmBaTb repMeTUYHOCTb
WHCTPYMEHTOB, a Takke obecneuvBaTb 3aWMTy WHCTPYMEHTOB OT  BHELUHUX
MeXaHU4YeCcKnx noBpexXaeHNIA.

14.2. W3penve ynakoBblBAeTCA B O/IMCTEPHYH YMNakoBKYy, KOTOpas pa3Mellaetcs B
KapTOHHOW Kopob6Ke. OpurMHanbHas ynakoBka obecrnedvBaeT Hauyudllyto 3awmTty BO
BPEMS TPaHCMNOPTUPOBKM.

14.3 YCTpPOMCTBO He MOXeT ObiTb WAEeHTUULMPOBAHO MPU MNOMOLLM BHELUHEro

CKaHMPYHOLLEro yCTPOMCTBA.

15. TPAHCIMNOPTVPOBKA

N3genne  yknagpliBaeTcss B COOTBETCTBYHOLLYH — YNakoBKy  BMecTe  C
JKCrnyaTtalyMoHHON AOKyMeHTaumel. [onyckaeTca TpaHCNopTUPOBKA BCEMU Buaamu
TpaHcnopTa B KPbITbIX TPAHCMOPTHbLIX CPeAcTBax MNpu TemnepaTypHOM pexume O/
ycnosuii no rpynne 5 (OXK4) TOCT 15150.

16. XPAHEHUVE

XpaHute wusgenmMe B CYXOM MecCTe, CBOOOAHOM OT T[yOGUTENIbHOrO BO34ENCTBUSA
TemnepaTypbl, BI&QXHOCTW, BEHTWIAUMW, COMHEYHbIX Jly4veid, nMblM U BO34yXa,
coepxaLiero cosb 1 T.4.

lMocne TpaHCMOPTUPOBKM 06paTUTe BHUMaHWE Ha ee MOCNeACTBUMA M BO3MOXHble
noBpeXxaeHus.

36erainTe MecT, rge XpaHaTca Xumudeckne npenapartbl WM o6pa3oBbiBaeTCA ras.
Bepeyb OT nonagaHusa Brarwu.

N3genve BblaepXunBaeT BO3AENCTBME TeMMNepaTypbl U BNaXXHOCTM BO3Ayxa B npoiecce
TPaHCNopTUPOBaHMA N XpaHeHusa A4 ycnosuid no rpynne 5 (OXK4) NOCT 15150.

Cpok xpaHeHusa usgenusa - 3 roga.

17. TEXHNWHECKOE OBC/TY>XVBAHNE
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N3penve oaHOPa3oBoeE, 0GCNYXMBAHMIO HE MOANEXNT.
18. TEKYLLI,I/II7I PEMOHT

Cuctema ABNsieTca 04HOPa30BbIM U3Ae/IMEM U PEMOHTY He noj/iexar.

Mpy HapylweHUn UenoCTHOCTU YNakoBKU WM MOBPEXAEHUs wusgenus  cnepyet
obpawatbCs K NpeacTaBUTesNio NPon3BOANTENS:

OO0 «3Hpo Crapc», 197101, CaHkT-lNeTepbypr, yn. bonbwasa MoHeTHasd, A. 27, AT
A, nom 12H, TenedoH / d)aKC:8-800-555-5(;-57

19. CBEAEHWA OB YTUWIN3ALUNN N YHNHTOXEHNI

N3penve He copepxuT AparoueHHbIX MeTasl/ioB.

N3pgenve, BbiBEAEHHOE M3 IKCNyataunm, NOANEXUT YTUIU3aL UK.

W3penne B COOTBETCTBUMM C  MOCTaHOB/IEHMEM [NaBHOMO  rocyAapCcTBEHHOro

caHuTapHoro Bpadva Poccuiickon ®epepaumm ot 9 agekabpa 2010 r. N 163 "O6

yTBepXaeHun CanlvH 2.1.7.2790-10 "CaHuTapHO-3aNUAEMUOIOrn4yeckne TpeboBaHms K

o6palleHno ¢ MeaNLUMHCKUMIN oTXo4aMn" OTHOCUTCA K Knaccy b.

OTxoabl Knacca 5) nognexar obsi3aTenibHOMY o6e33apamBaHuIo

(Be3nHgekummn)/o6e3BpexmBaHuIO.

Ona  cbopa oTxogoB Knacca B pgomkHbl  MCNOMb30BaTbCA  OfHOpPas3oBble

HernpokasibiBaeMble BaroCTOMKMe €eMKOCTU (KOHTeWHepbl)  XXenTtoro useta wim
| NMeLLMe XEeNnTyrw MapkMpoBKYy. EMKOCTb [AO/mKHA WMETb MI0OTHO MpUaeraroLLyto

KPbILLKY, UCKMHYaloLlyo BO3MOXHOCTb CaMOlNpPon3BOJ/IbHOITO BCKPbITUA.

20. MEPEYEHb HALIMOHA/IbHbIX 1 POCCUNCKNX CTAHOAPTOB

MepeyeHb NPUMEHSAEMbIX HAUMOHa/IbHbIX CTaHAAPTOB PP 1 MexayHapoaHbIX
CTaHAapToB C Lesbio obecnevyeHns 6e3onacHoCTH, adPeKTUBHOCTU 1 KavyecTBa, a
Takke ctaHgapTbl ¢ metogamu KoHTpona: TOCT P 50444-92, TOCT 19126-2007, TOCT
P NCO 14630-2011, TOCT P NCO 16061-2011, AnpektuBa 93/42/EEC, EN ISO
13485:2003+AC:2009, EN 1SO 9001:2008

M3roTtoeneHne npodykra OCYLECTBSIETCA B COOTBETCTBUMM C AupektmuBoint 93/42/EEC

ot 08.11.2012 r., NpuIoXeHue 2 gns n3genvii knacca 26
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21. TIEPEYEHb JAHHbBIX O MEXXAYHAPOOHbLIX CEPTU®UNKATAX

- Ceptudoukat EN ISO 13485;2003+AC:2009 ot 08.11.2012r.
- Ceptudpoukat EN ISO 9001:2008 ot 08.11.2012r.
- Ceptudpukar cootsetctBusa gmpektuse EC 93/42/EEC ot 08.1i .2012 T.

Ceptudpukat pernctpaumm komnaHum ot 07.05.2013
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rapaHTUHbBIM Ta/nOH
OTMETKA O NPOJAXE
KaTteropusa mnspenvs_
lNpousBoguTens
LWTamn
CepuiiHbli HOMep/apTUKy/
npojasua
Jata npogaxu
OpraHunsauma npogaseL,
N3genve npoBepeHo, NOBpeXAeHuin He MeET.
Cpok rapaHTum - 1 roa.
Mo Bonpocam rapaHTUn obpallartbes;
K akckno3MBHOMY MpeactaBuTenito Ha Tepputopun Poccuiickoii ®epepaumn OO0
«2Hpo Crapce» topuanyeckuii agpec: 197101,r. CaHkT-MeTepbypr, bonbwas MoHeTHas,
4.27, nut.A, nom. 12H, ten/cakc; 8-800-555-56-57
BHNMAHME! Cneaute 3a npaBWibHbIM 3amno/IHEHWEM T[apaHTUUHOIO TasloHa.
CepuiiHbli HOMep u3genua/apTukyn AO/DKEH B TOYHOCTU COOTBETCTBOBaTb HOMEpPY B
TasloHe. Bce rpahbl TasloHa [OMKHBI ObITh 3aMN0IHEHbI.
Mpy HETOYHOM WM HEMOSIHOM 3arofIHEHUM TasloHa rapaHTUA Ha u3fenve cuuTaeTcs
yTpayeHHO.
I MapaHTua npou3BoAMTENS OCYLWECTBSeTCs B cooTBeTcTBUM € K P® Ha o06uwmx
OCHOBaHUSX.
N3genve He AO/MKHO HOCUTL CrefloB MEXaHWYeCcKoro MM TepMUYECcKOro BO3A4eNCTBUN,
a Takke CcnefoB BO3LEACTBMA Pas/INYHbIX XMMWUYECKMX areHToB. JKcnayaTtauus
n3penva Oornyckaetcsl TOJIbKO B COOTBETCTBUM C MHCTPYKUMENA MO MNPUMEHEHUD K

n3penuio.

OTMETKA FTAPAHTU/HOIO LIEHTPA
naTta ONMMCAHNE rapaHTUWHbLIA LEeHTP
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S, nepeBoAYvK MoOHYapeHKO Mapus AneKcaHApOBHA, BMAAEHLLMIA PYCCKAM U aHIIAACKAM
s3blKami, MOATBEPXKAAID, UTO BbINO/HEHHbIA MHOIO MEPeBOf MNPUIOKEHHOrO [I0KyMeHTa
SIBNSETCS NPaBW/IbHLIM, TOUHLIM 11 MOMHBIM.

MepeBoauvK MoHYapeHko Mapua AnekcaHapoBHa:

CAHKT-

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



NMETEPBYPI

CaHkT-MeTepbypr.

LLlecTHaauaToro HosA6pA Age ThiCAYM NATHAALATOro roga.

A, benoseposa Onbra BacuibeBHa, HOTapuyc HoTapuasibHOro okpyra CaHkT-IMeTepbypra,
CBMAETENbCTBYI0 MOA/IMHHOCTM MOAMNMCK, CAefaHHOW nepeBofvukoM [oHuapeHko Mapuei
AnekcaHApPOBHON B MOEM MPUCYTCTBUN.

JInuHOCTL eé ycTaHOB/EeHa. a0 1

3apeructpupoBaHo B peecTtpe 3a No  /

B%ICKVaHO o Tapudpy: 300 pyb6rieid, B TOM uncne B COOTBETCTBUMM €O €T cT 15 23 O3H - 200
pyonen.

TOro B HaCTOSILLEM OOKYMEHTE /,
Mpowwnto” focaw )nuctQ
HoTtapuyc: '
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