MPOEKT MapKNPOBKN MEANLIMHCKOIO U3AENNSA Ha PYCCKOM S3bIKE.

Ha6op gns yganeHusa nHopogHbix Ten OTSG
Xcavator
ApPTUKYbHBIA HoMep: 200.15
- AnnHa 6paHLe: 115 mv * inaveTp 6paHLLeir: 284 Mv
- MakcMasibHbIN BHELUHWIA gynameTp: 155 Mv
Ha3HauyeHVe MegULIMHCKOrO U3Lenus:
CucTemMa npefgHasHaveHa s NpoBefeHns
[AMarHoCTUYeCcKMX 1 onepaTmBHbIX
BMeLLaTeNIbCTB Npu 06¢cnefoBaHNN OpraHoB

XeNyagoy4HO-KMNLLIEYHOI0 TpakKTa.
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Oveico Ertdoscopy AG Fnedncti-Miescher-Siraa* 9 72076 Tubingen Germany

To whom it may concern

OKPD2 32.50.13.190

Operating manual for the medical device
OTSG Xcavator

We, Ovesco Endoscopy AG, at the registered address of Friedrich-
Miescher-Strasse 9. 72076 TQbingen, Germany, as the legal manufacturer,
hereby declare that the grasping forceps “OTSG Xcavator” with accessories
meets the international standard and Russian requirements.

The product was produced according to Directive 93/42/EEC from 14.06.1993.

The attached 15 pages represent the Operating manual of the OTSG Xcavator

Issued on behalf of Ovesco Endoscopy AG.

29 April 2022
SCO

Dipl.-Ing. (FH) C hricr0~""n

Head of Quality
Regulatory Affairs
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OPERATING MANUAL

of the Medical Device
Set for foreign body retrieve OTSG Xcavator

Manufacturer: Ovesco Endoscopy AG

Meets the international standard and Russian requirements of GOST 50444-92

Manufectured according to Directive 93/42/EEC from 14.06.1993.

April 29, 2022

Ovesco Endoscopy AG
Friedrich-Miescher-Strasse 9

72076 Tubingen
Germany
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1. MEDICAL DEVICE DESIGN

Set for foreign body retrieve OTSG Xcavator (OTSG Xcavator - further) (REF
No. 200.15) is an endoscopic attachment cap with grasping function for flexible
endoscopy. The OTSG Xcavator is designed for grasping large volumes of
tissue or foreign bodies. The OTSG Xcavator allows for the use of additional
endoscopic instruments through the working channel of the endoscope.

The cap [A] is mounted on the distal part of the endoscope.

A flexible tube [B] extends from the forceps handle [C] through the biopsy
channel of the endoscope. An endoscope sleeve [D] is included to avoid
trapping of surrounding tissue between the endoscope and the shaft.

The OTSG Xcavator consists of:

Fig 1. Supply kit

The OTSG xcavator is a sterile single use medical device. OTSG XCavator does not
contain medicinal products for human use and pharmaceutical substances or

materials of animal or human origin.
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Table 1. Specification of the device

Components indication Endoscope Outer Endoscope
according to figure 1 area diameter diameter working
[mm] of cap length
[mm]* compatibility
[mm]
A Application cap
Gastro-
B Shaft _ _
intestinal 9.5-10.5 14.3-15.5 1650
C Handle
tract
D Endoscope sleeve
V ‘The maximum outer diameter of the mounted instrument depends on the actual outer

diameter of the endoscope. The OTSG Xcavator cap increases the overall outer diameter

by approx. 4 -5 mm to a total of approx. 14.3 - 15.5 mm.

Supply kit:
Foreign body retrieval and biopsy forceps in the OTSG Xcavator endoscopic
set, consisting of;

1. Foreign body retrieval and biopsy forceps in the OTSG Xcavator endoscopic
set, consisting of:

- Foreign body retrieval and biopsy forceps OTSG Xcavator -1 piece;
- Distal cap -1 pc.

fijVv 2. Protective tube -1 piece;
3. Instruction for users.

2. TECHNICAL REQUIREMENTS

Requirements:

1.  Total weight of the device is not more than 65 g. Weight of OTSG endoscopic
foreign body retrieval and biopsy forceps is not more than 45 g., the weight
of the protective tube is not more than 10 g., the weight of the distal cap is
not more than 10 g.

The device is a sterile. An ethylene oxide sterilized medical device.

The device is a single use.

The device is sterile, non-toxic.

oA W N

Materials;

& 000 LMPMM (2] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU



OVESCO OTSGXcavator
Operating Manual

Table 2. Materials

Ne Components System

1 Foreign body OTSG Xcavator
retrieve OTSG

2 Protective tube OTSG Xcavator

6. Tool dimensions:

Fig 2. OTSG Xcavator dimensions

a Total length: 18+ 0,1 mm
b Cap depth: 6,5+ 0,1 mm
¢ Jaws length: 11,5 + 0,1 mm.

O ovesco

Material /

Trademark
Stainless steel
14301

ABS plastic
Fluoroplastic PTFE

Low Density
Polyethylene
(LDPE)

Standard

EN ISO 7153
AISI 303

USP class VI

USP class VI
FDA 177,2600

d Opening diameter: 1,1+ 0,05 mm. The distance between the edges of the

branches in the closed state is 1,1 + 0,05 mm.

e Max. outer diameter: The maximum outer diameter of the rnounted instrument

depends on the actual outer diameter of the endoscope. The OTSG Xcavator cap

increases the overall outer diameter by approx. 4-5 mm to a total of approx.

14.3-15.5 mm. Diameter of the distal part of the endoscope: 9.5 -10.5 mm.

f The diameter of the endoscope channel not less than 2,8 mm. The figure shows

a distal cap mounted on the distal part of the endoscope and an enlarged working

part of the forceps removed from the endoscope channel with the already mounted
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cap.

g Opening angle: 155+ 1°

h Max. diameter with fully open jaws: 28,4+ 0,2 mm.

The maximum volume that can be grasped may be restricted by the conditions at

the application site and patient anatomy.

7. When a force of 100 N is applied to the handle, the branches of the forceps
ensure the biting of biopsy material (fragments of tissue of the upper
gastrointestinal tract) with a force no more than 10 N.

8. The forceps must move in the instrumental channel of the endoscope
(maximum external diameter of 10.5 mm) when applying an effort to guide
the product through the instrumental channel of no more than 20 N.

Ib 9. The bendability is restricted by less than or equal to 25% of maximum

angulation.

10. The force applied between the branches must be no more than 8 N.

11. Overall dimensions of the package that is subject to final sterilization (in mm) for
OTSG Xcavator: 220+10 x 360+10 mm.

12. The material of the sterile package: PET (Polyethylenterephthalat) / PE
(Polyethylen) peel, high strength paper (Tyvek) (DuPont, Luxembourg).

13. The seam strength of the sterile package is defined as * 1.6 N.

14. The surface weight of the sterilization materials is 70 g/m” (-5/+3) for PET / PE
and 75 g/m” for Tyvek.

J 15. Connecting dimensions of the protective tube: the tube is mounted on top of the
endoscope with a diameter of the insertion part of 9.8 mm. Fastening is carried out
due to the shape of the distal and proximal parts of the tube.

16. The branches of the forceps have cutting edges with a width of 1.1 + 0.05 mm.
17. The diameter of the distal cap is 16.5 £ 1 mm, the length of the distal cap is 18+ 1

mm.

3. AREA OF APPLICATION

The product is used exclusively in stationary conditions of hospital departments and
clinics in endoscopic or surgical departments. The endoscopist using the product

must be experienced in the technology of its application.

4. OPERATION INFORMATION
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Do not use if packaging has been damaged.

Do not use after the expiration time.

If the packaging has been damaged or the use-by date has expired,

the manufacturer does not guarantee the sterility of the device.

Conditions of using medical device:
- Temperature 10-40 °C
- Humidity 40-100 %

During the operation, all the tools must be resistant to the effects of climatic factors
for the execution of UHL 4.2 GOST 15150, and their working parts, as products of the
climatic version U6, to the effects of temperatures in the range from 32 to 42 ° C

according to GOST R 50444.

Before using the device, the instructions for use must be read
I carefully. The user must have fully understood how to assemble,
! operate and use the device. Always use the forceps in strict

accordance with these instructions for use.

Depends on the potential risk the device is classified as 2 a (according to the order
1J Ne4 from 06.06.2012 of the Russian Ministry of Health).

OKPD2-32.50.13.110

The type of the device according to Russian medical device classification (according

to the order Ne4 dated 06.06.2012 of the Russian Ministry of Health) - 179080.

INDICATION FOR USE
Set for foreign body retrieve OTSG Xcavator for flexible endoscopy is designhed to

grasp large volumes of tissue and foreign bodies in the gastrointestinal tract.
CONTRADICTIONS

Contraindications to the use of the system are associated with the patient's

contraindications to the use of flexible endoscopy treatment.
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The product can only be used with flexible endoscopes.

POSSIBLE COMPLICATIONS

- Damage or perforation of the tissue of the gastrointestinal tract

- Bleeding
- Inflammation or infection of the tissue

- Dislocation of the stent when passing through a stent

& 000 LUPMU @) INFO@CIRMI.RU €5 WWW.GOSZDRAVNADZOR.RU
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5. OPERATING PROCEDURE

5.1. Before use

Before using the device, inspect the sterile package carefully. Products with broken

packing are forbidden to be used.

The physician must be sure that he is fully familiar with the instructions for use of the

forceps before using the device.

Before using the device, it is always necessary to check compatibility of the distal end

of the endoscope with this medical device. The forceps are used with endoscopes

with a diameter of the distal part of 9.5- 10.5 mm.

Before inserting the instrument into the working area, open and close the branches of
1 the forceps to check their operability.

When the device is applied to patients having a transgastric access (stent) was

placed before, it is always necessary to ensure first, that the diameter of the mounted

system allows passing through the stent.

Due to the size of the cap, the visibility of the endoscopic image,
% carrying out and working with the instrument may be difficult, thereby

increasing the risk of involuntary perforation.

5.2. Mounting the OTSG Xcavator cap

The tube with the additional endoscopic channel is already mounted on the
flexible part of the OTSG Xcavator system. Slide the tube with the endoscope
sleeve over the endoscope tip and onto the endoscope shaft. First place the
OTSG cap only lightly on the endoscope tip. Align the cap so that the working
channel and endoscopic vision are not obscured.

Thereafter, push the cap with slight lateral tilting movements until it reaches
stoppers on the cap, whereupon it will be reliably fixed. Figure 3-A shows

correct location of the cap; Figure 3-B shows the endoscopic perspective.
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Fig 3. Mounting the device cap

When mounting the cap, it is necessary to make sure that the cap is mounted
on the endoscope correctly. Visualization and functions of the endoscope must

be fully accessible to the endoscopist and attending specialist.

5.3.  Mounting the protective tube

- Remove the retainer and pull the protective tube from the distal part to the
handle of the endoscope.
The endoscope must be clean and dry. Fix the endoscope at a distance of 2-3
mm of the entire length of the endoscope. At the same time, do not fix the cap.
Make sure that the tube of the forceps runs straight and is fixed with the
endoscope.

- Pull the protective tube at the proximal end back using the tube. Make sure
that the tube is stretched to the handle of the endoscope.

- Remove the remaining protective clips.

5.3. Operating the device

- Before carrying out the capture, use a guide (not included, maximum diameter 1
mm), for a more confident passage of the tool.

- A large volume of tissue or a foreign body can block the closure of the tool
branches. If this happens, use an irrigator, aspirator or grab to release the branches.
- When using the instrument for manipulation in the working channel of the
endoscope, it is necessary to ensure that the working part of the instrument is
completely immersed in the distal cap. Otherwise, the tool may be clamped and not

close completely.

10
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When inserting, operating, and removing the forceps, the branches of
the OTSG Xcavator must always be closed, and constant endoscopic

visualization is recommended.

1. Inserting the device
Guide the endoscope with mounted OTSG Xcavator over the guide wire to the

site of interest.

Target the tissue or foreign body to be grasped.

2. Grasping and removal of tissue or foreign bodies

When opening the grasper branches, make sure that there is
enough space so that they do not damage the surrounding

tissue. Carefully open the branches under endoscopic control.

Push the slider of the handle forward (Fig. 2 A) to open the branches.

Position the target tissue or foreign body between the branches.

Pull back the slider of the handle (Fig. 2 B) to close the grasper branches. The
target tissue/foreign body is clamped between the branches.

Carefully remove the endoscope from the body.

Fig 6. Operating of the handle to open and close the branches

5.4. Dismounting of the device
- Remove all adhesive tapes.
- Carefully remove the cap together with the endoscope sleeve from the
endoscope.
- Dispose all components according the hygiene regulations applicable to the

user.
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6. MAINTENANCE INFORMATION

The product warranty period is 3 years from the day of manufacture.

It is guaranteed that the product has no defects connected with production and
materials quality. The product would be replaced if there was no physical/mechanical
intervention to the product, inconsistent with the requirements of the operation
manual. Make sure that any malperformance appears not due to neglect or
noncompliance with instructions. The storage period is 3 years. In case of
malfunction under compliance with the requirements of the operation manual, the
manufacturer shall replace the product.

The device cannot be re-sterilized. Repeated use of the product may harm the
patient!

For all questions, please contact official distributor in Russian Federation: Endo Stars
LLC, legal address: 197101, Russia, Saint-Petersburg, Bolshaya Monetnaya, 27, lit.
A, 12H ;tel./fax: +7-800-555-56-57, e-mail endo@endo-stars.com.

7. REPAIR INFORMATION

Single use. Unrepairable.

8. LABELING

Marked:

- The description of the device;

- Dimensions;

- Diameter;

The individual packaging should contain the following symbols:
- CE mark and identification number of the notified body
- See instruction for use;

- LOT number;

- REF number;

- Manufacturer;

- Date of manufacture;
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- Diameter of the compatible endoscope channel;
- Warranty period of shelf life (storage);

- EO sterilized;

- Do not re-use;

- Do not re-sterilise;

- Do not use if packaging damaged,;

- Latex-free;

- ltems per package.

Transport labeling should be marked on the pouch, carton boxes or on the package.
Labeling is stuck or connected in other reliable ways that guarantee the safety of the

goods and labeling.

9. SAFETY INFORMATION

Do not use if packaging has been damaged.
Do not use after the expiration time.
The product was produced according to Directive 93/42/EEG from 14.06.1993.

Single use; yes.

10. DISPOSAL INFORMATION

According to the Sanitary and Epidemiological Requirements for Disposal of Medical

Waste: Sanitary and Epidemiological Regulations and Norms 2.1.3684-21. Class B

11. EXPIRATION DATE AND PERIOD OF STORAGE

The period of preservation of sterility is 3 years from the date of sterilization.

The guaranteed shelf life (storage) is 3 years from the date of sterilization.

12. TRANSPORTATION AND STORAGE

13
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The product is packed in the appropriate packaging together with the operational
documentation. Transportation by all modes of transport in covered vehicles and
storage of the product is allowed under the following conditions:

- Temperature -50°C - +50°C

- relative humidity 45-80%,

- atmospheric pressure atmospheric pressure ranges from 86.0 kPa to 106.7 kPa
(650-800 mmHg)

After transportation, please pay your special attention to possible damages.

The tools in transport packaging should be sustainable in the process of
transportation under GOST R 50444.

The guaranteed shelf life (storage) is 3 years from the date of sterilization.

13. WARRANTIES

a. The manufacturer grants conformity of the product to this technical documentation
subject to the condition of correct using, transporting, and storing.

b. All question should be sent to an official distributor in Russian Federation:

>

Endo Stars LLC, 197101, Saint-Petersburg, Bolshaya Monetnaya, 27, Lit. A, 12H,
Phone/fax 8-800-555-56-57, email: endo@endo-stars.com

14. LIST OF INTERNATIONAL CERTIFICATES AND A DECLARATION OF
CONFORMITY

((V - Certificate ISO 13485: 2016 Ne 50970-14-01 from 20.05.2019
- EC certificate Ne 50970-16-05 from 20.05.2019

- Certificate of incorporation from 20.01.2016

15. LIST OF THE NATIONAL AND RUSSIAN STANDARDS

The list of applicable national standards of the Russian Federation and international s
tandards to ensure safety, efficiency and quality, as well as standards with control me
thods: Directive 93/42/EEC, EN ISO 13485:2016.

Manufactured in accordance with Directive 93/42/EEC of 08.11.2015.

16. ENGINEERING AND MANUFACTURING DESIGN PROCESS STEPS

14
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lesco Endoscopy AG», ®puapux-Muwep-wtpacce, 9, TiobuHreH 72076, N'epmaHus

[AnpeabaABneHnsa no Tpe6oBaHUO

12 32.50.13.190

VHCTPYKUMNA MO MPUMEHEHUIO Ha
MegunuunHckoe nsgenve «OTSG Xcavator»

i, KomnaHusa «Ovesco Endoscopy AG», top. agpec: ®puapux-Muwep-wTpacce, 9,
MnHreH 72076, [epMaHus, HaCTOAWMM 3adBNsSEM B  KayecTBe 3aKOHHOIMO
lonssogutens, 4to wwunubl «0TSG Xcavator» C akceccyapamMy COOTBETCTBYET
eb0BaHVIIM MeXAyHapOoAHbIX N POCCUMCKUX CTaHA4apTOB.

OfyKT U3roTOB/IEH B COOTBETCTBUM ¢ AnpekTusoin 93/42/EEC ot 14.06.1993 ..
wnaraemble 15 cTpaHWUL, NPeACcTaBNSAT cO60M VIHCTPYKLUMIO MO NPYMEHEHNIO Ha '

‘IMumMHcKoe nsgenne «OTSG Xcavator».
WEHO OT MMeHU KoMnaHuun «Ovesco Endoscopy AG».

lanpena 2022 T.

JArvice)
J oApaTHbI/A WTamn ¢ IOroTunomMm koMmnaHum «Ovesco» U cnefylowum TekcTom: «Ovesco Endoscopy AG»;
AMANpx-Muwep-wTpacce 9; TiobuHreH D-72076; www.ovesco.com)

wn. k. (FH] Kpuctod Jamm
(koBoguTenb OTAena KOHTPONSA KavecTBa M HOPMaTMBHO-NPaBOBOr0 PeryMpoBaHns

& 000 LHPMH [ INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU

ovesco

«Ovesco Endoscopy AG»
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MHCTPYKLUUNA MOMNPUMEHEHWNIO HA

MEAWUNHCKOE U3AENVNE

Wwrnupbl ana yaaneHnss NHOPOAHbIX Ten v B3aTuA 6uoncnm B Habope O TSG Xcavator
3HO0CKOMUYecKune

MpoussoguTens: Ovesco Endoscopy AG
CooTBeTCTBYET TpeboBaHMAM MeXAYHapOoAHbIX CTaHAAPTOB U CTaHAapTOB

M3nenve n3rotoBneHo B cOOTBETCTBUM ¢ AnpekTmnsoii 93/42/EEC ot 14.06.1993.

#11

29 Anpena 2022

Ovesco Endoscopy AG (OBecko 3HAockonu Al)

Dpungpux-Muwep-LUTpacce 9
72076 TOOUHTreH
I"epmaHms
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NHCTPYKUNS MO NPUMEHEHUIO

OrnasnexHune

KOHCTPYKUMS MeAULUHCKOro n3genvs
TexHunyeckne TpeboBaHUA

Cthepa npumMmeHeHNSA

CBefeHMs 06 akcnnyaraumm

MopsagoK paboTbl ¢ U3AeMemM

CBefieHMA 0 TEXHMYECKOM 06C/Ty)KMBaHUN
CBefleHMsA 0 peMOHTe 13aenus

MapkunpoBKa

© oo N o 0 A~ W DN P

Mepbl 6e30MacHOCTY

=
o

. CBeieHMa 06 yTuAn3aymm

=
=

. CBEIEHUS1 O CPOKE FOAHOCTU K CPOKE XpPaHeHMst

[Eny
N

. TpaHCNopTMPOBKa U XpaHeHVe

=
w

. MapaHTNA

»

. MepeyeHb AaHHbIX 0 MEXAYHAPOAHbIX CepTU(MNKATaX M AeKapaLym COOTBETCTBUSA

e
[62 B N

. MepeyeHb HaLMOHa/bHbLIX U POCCUICKUX CTaHAAPTOB

[EnY
»

. OCHOBHbIe CTagMK NMPOEKTUPOBaHUA U NPOU3BOACTBEHHbLIX NPOLLECCOB
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NHCTPYKLUNS NO NPUMEHEHUIO

1 KOHCTPYKUVMA MEANUWMHCKOIO N3AENNA.

Wwvnubl Ana ypaneHWss WUHOPOAHbLIX Ten U B3ATUA 6uoncum B Habope OTSG Xcavator
sHaockonunyeckme (ganee - OTSG XCavator) (ApTukyn 200.15) npeactaBnsoT CO60M LWMNLbI
ANS-yAaneHns WHOPOAHbIX Ten € AMCTa/lbHbIM  KOMMAYKoM Af1s MPUMEHeHUs B TMOKOM
aHgockonun. OTSG XCavator npegHa3HayeHbl Ans 3axBaTa 60/bLIOro ob6bema buonTarta wm
MHOpoAHbIX Ten. OTSG XCavator mMO3BONAKOT WUCMNOML30BaTb TPYOKY 3aWMUTHY /1S
npoBefeHNs 3HAO0CKOMNYECKOro MHCTPYMEHTA.

AncTtanbHbin Konnadok (A) MOHTUPYETCS Ha AUCTa/IbHYIO YacTb 3HAocKona. mokuin Tybyc (B)
noet ot pyVwu wmnuoB (C) yepe3 6GMONCUIAHBLIA KaHan 3HAocKona. Tpybka 3awmTtHas (O)
npegHasHa4yeH Aas Toro, YTobbl M36exaTb 3axBaTa NPUErarLLein TKaHU MeXay 3HAO0CKONOM W
Tybycom.

OTSG XCavator cocToUT U3:

PucyHok 1 KoMMeKT NnocTaBku

OTSG XCavator aBnAlOTCA CTEPUIbHLIM MegULMHCKAM U3Le/IMeM OAHOKPATHOro NpPUMEHEHUS.
OTSG XCavalor He cogepXaT NeKapCTBEHHbIX CPeACTB AN MeOULMHCKOro MpUMEHeHUs W
(hapmaueBTMYECKMX — CYOCTaHUMIA  WAKM  MaTepuanioB  >XMBOTHOMO WM YEe/I0BEYECKOro
NPOUCXOXOEHWS.

Tabnuua 1 Cneuyudukauyma wunuos OTSG XCavator;
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OVESCO OTSG Xcavator

NHCTPYKUUS NO NPUMEHEHWUIO

KOMMOHEHTbI 13aenma B 06nacTb NPUMEHEHNA JviaveTp BHeLLHWIA [nnHa paboyero
COOTBETCTBUM C puc. 1) 3HAocKomna [JvameTtp KaHasia aHAocKona
(M) auctanbHoro  (Mv)
Konnayka
(Mm)
A JvcTanbHbIi >XKenygouHo- 9,5- 105 143 - 1650
KO/NayoK KULLEYHbIA TpaKT 155
B Tybyc
C Pyuka
D - Tpybka
3alpTHaNA

* MaKCUMaJsibHbIi BHELUHWI AnameTp CMOHTMPOBAHHOIO MHCTPYMEHTa 3aBUCUT OT AuameTpa
sHaockona. OTSG XCavator yBennumBarOT BHELWHWIA AuMameTp Ha 4-5 MM A0 06Llero
AnameTtpa B 143 - 155 mMmMm.

KomMmnieKT noctaBKu:

Wunubl onA yaaneHWsa WHOPOAHLIX Ten U B3ATUA Ouoncum B Habope OTSG Xcavator
3HA0CKOMNMYecKne B COCTaBe:

1 Wnnubl 4na yoaneHUsa NMHOPOAHbIX Ten 1 B3ATMA buoncum OTSG Xcavator aHLOCKOMUUecKue
B COCTaBe:

- Wnnubl Ang yoaneHNs MHOPOAHbLIX Ten 1 B3ATUA buoncmm OTSG Xcavator aHAOCKONMYecKne
- 1w,

- IncTanbHbIA KOMMa4vok - 1 wWr.
2. Tpybka 3awmTHas - 1w,
3. IHCTpYKUUA No NMPUMEHEHMIO - 1 LWT.

2.TEXbIMYUECKWE TPEBOBAHWHA
XapaKTepuUCTUKM:

1 Macca Habopa cocTaBnseT He 6osee 65 rpamm. Macca WWUNUOB ANA  yasieHUs
WHOPOAHbIX Ten n B3ATMA ouoncum OTSG 3HAOCKONUMYECKMX He 6osee 45 rpamm,
mMacca Tpyoku 3almnTHOM He 60nee 10 rpamm, macca AUCTaNbHOro Kosnnayka He 6onee
1o rpamm.

2. WN3pgenvie ctepunibHO. CTEpUIN30BaHO MeTOLOM ra30BOW CTepun3aumein npy nomoLm
3TW/EH OKcuaa.

3. W3genve npefgHasHavyeHO TOMbKO A1 OAHOKPATHOrO NPUMEHEHNS.

4. MN3penvie NONHOCTbIO GUOCOBMECTHMO, He TOKCUYHO.

5. Matepuanbl:
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OVESCO OTSGXcavator
VHCTPYKUMA NO NPUMEHEHUIO

Tabnuua 2 Matepuansl:

Homep

Ha3BaHMe komnoHeHTa Cuctema MaTepuan/ Toproas CraHfapT
CUCTEMBI Mapka
3axgar A ypaneHna OTSG Xcavator HepxaBetowasa  ctamb EN  ISO 7153
MHopoaHbIX Ten OTSG 14301 AISI303
ABS nnactmnk
®Toponnact PTFE USP Knacc VI
TpybKa 3apTHas OTSG Xcavator MonmaTnneH Hu3koih  USP Knacc VI
nnotHoctn (1.DPE) FDA 177.2600

6. Pa3mepbl MHCTPYMeHTa:

g-
h-

O6bwasn gnmHa: 18+ 0,1 Mm

Fny6uHa: 6,5+ 0,1 mMm

AnnHa 6paHweli: 115+ 01 Mm

WwnpuHa packpbitva: 11+ 0,05 MM. PaccTosHMe Mexay Kpasmu OpaHLlein B
3aKpbITOM cocToAHUM cocTaBnsgem 11 + 0,05 mm.

MakcumanbHbIA BHELWHWA gnameTp CMOHTUMPOBAHHOIO MHCTPYMEHTa 3aBUCUT OT
AvamMeTpa 3HAockona. 3axBaT YyBeNMuMBaeT BHEWHWI AuvaMeTp Ha 4-5 Mm [0
obwero anameTpa B 14.3 - 155 mm. lnameTp AUCTa/IbHOM YacTu 3HAockona: 9,5
- 105 mm

AvameTp KaHana NPUMEHSEMOro 3HAOCKONa He MeHee 2,8 MM. Ha pucyHKe
N306paXXeH CMOHTMPOBAHHLIA Ha AUCTa/IbHY0 4YacTb 3HAO0CKONA AUCTa/IbHbIN
KOMNa4yoK W YKPYyMNHeHHas paboyas 4yacTb LWMMUOB BbIBEAEHHAA W3 KaHala
3HJ0CKOMA C Y)Ke& CMOHTUPOBaHHbIM KO/NMayYKoM,

Yron packpbitvs 6paHw: 155+ 1 rpagycos

MakcumanbHbIA anameTp NOMHOCTbIO PacKpbITbIX 6paHL: 28,4+ 0,2 MM

MaKcuMasibHbI 06beM MOXET 6bITb OrpaHMyeH «061acTbio MOPaXKEHUS» U aHATOMUYECKMMN
0COOEHHOCTAMW NauneHTa.
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OVESCO OTSG Xcavator

NHCTPYKLNS NO NPUMEHEHMIO

7. Mpu npunoxeHnnm K pykosATKe cunbl 100 H, 6paHwv wunuos obecneynsatoT
BbIKyCbIBaHWe 6roncniiHoro matepmana (hparMeHTbl TKaHM BEPXHUX 0TAenos XXK1)
C cusoil He 6onee 10 H.

8. LWwnubl JOMKHbI MNepeMewaTbcs B MHCTPYMEHTa/IbHOM  KaHasle  3HAO0CKoMa
(MakcmanbHbIl - BHeWwHWA  guameTp 105 MM) npyv NPUIOXKEHUM YyCUAUSA MO
NPOBeAEHNIO U3LeNNA Yepe3 UHCTPYMEHTa/IbHbIN KaHan He 6onee 20 H.

9. T'mbKoCTb M3gennsa orpaHnyeHa He 6osnee 25% 0T MakKCUMa/IbHOrO yra noBopoTa.

JO. Ycunne cmbikaHMA (3aKpbITndA) GpaHLL AO/MKHO ObITh He 6onee 8 H.

11 O6bwme rabapuTbl YMNaKOBKW nodnexailein UHULIHOM cTepunudaumn: 220ibl0 x
36010 mm.

12. MaTepuanbl, MpUMeHsIEMble A1 W3rOTOBMEHUS MepBMYHON ynakoBku: PET
(Monunatnnentepedtanat) (Europages GmbH, TepmaHua) / PE  (nNonuaTuneH)
(Europages, GmbH, TepmaHua) 12/50 MKM TOJNLWMHA, BbICOKOMNPOYHasA Oymara
(Tyvek) (DuPont, Jllokcembypr).

13. Moka3aTenu NPOYHOCTU LUBA NEPBMYHON YyNaKoBKKU: He MeHee 1,6 H

14. NMoBEPXHOCTHAsA M/IOTHOCTb CTEPUIN3AUMOHHOM YynakoBku: 70 r/mM2 (-5/+3) pns
CTepunn3aLnoHHol bymarn n 75 r/mM2 ans KpenvposaHHon 6ymaru (Tyvek).

15. MpucoeAnHUTENbHbIE pa3Mepbl 3alMTHOW TPY6KM: TpybKa MOHTUPYeTCs MOoBepx
3HAOCKOMA C AMamMeTpoM BBOAUMON 4YacTh 9,8 MM. KpenneHue ocyllecTBnseTcs 3a
cyeT hopMbl ANCTANIbHOM M NPOKCUMA/IbHOM YacTu TPYOKN.

16. BpaHWwn WMNLOB NMEIT pexyLine KpoMKM wupuHoi 1,1+ 0,05 mm.

17. AnameTp AncTanbHOro Konnadka - 16,5+ 1 mm, gsivHa ANCT/ILHOLO KONMauKa - 18+1
MM.

3. OBJTACTb NPUMEHEHWA

lMpnMeHAeTCA UCKIKUUTETIbHO B CTaLMOHAPHbIX YCN0BUAX OTﬂ,eerHVIVI 6OJ'IbHVILI, N KNNHNK
Ha 3HAOCKOMWYECKOM WAN  XUPYPTrUYecKOM OTAeNeHUAX. SHAOCKOMUCT, I'IpI/IMEHFIIOU.I,VIVI
mn3aoenue, AosHKeH ObITb OMbITHbIM B TEXHO/IOMNU Er0 NMPUMEHEHNA.

4, CBEAEHWNA OB 3KCNAYATALUWN

He vcnonb3oBaTb npn noBpeXxXaeHnNnM ynakoBKu.

He ncnonb3oBaTh Noc/ie UCTeYeHNA CpoKa rogHOCTW.

Mpy noBpeXxaeHNUN YNaKOBKU WM WUCTEYEHUIO CPOKa CTEpPUSIbHOCTU

CTEPUNBbHOCTb MHCTPYMEHTA HE FapaHTUPYeTCA NPON3BOJNTENEM.
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MHCTDYKI.IHR no NPUMEHEeHUuIo

Ycnosua 3KkcnnyaTanui MEAHUHBCKONO H3ACHA:
- Temneparypa~ 10 -40°C
- Bnaxunocts 40 — 100 %

MucTpymenTbE NPH 3KCMyaTallMi A0MKHBI ObITh YCTOHYHBLI K BO3ACHCTBHIO KTHMAaTHYECKHX
daxtopos mna ucnoanenus YXJI 4.2 TOCT 15150, a ux pabGouue uwacTh, Kax u3ienus
KJIMMaTHYCCKOTO HCIIOJIHEHUA Y6, K BO3ACHCTBHIO TeMnepatryp B pHanasone ot 32 a0 42 °C
no FOCT P 50444.

-

Ilepen npumenciiieM noak30BaTEAL OOA3AR  BHHUMATCHBIO  WIYUHTH
WHCTPYKUKIO No npuMeHeHHio. lTonb3opatcenn o0d3ai ObLITH IOMHOCTBIO YBEPEH B TOM, Kak
coOupaetca, paCoraeT M Mcnonk3yerca MeaHuuickoe usaenue. Beeraa npumensiite OTSG

XCavator TONbKO B NOJIHOM COOTBETCTBUH ¢ AAHHOI HHCTpYXUMEH NO NpUMEHEHHIO.

B 3aBHCIIMOCTH OT NOTEHUHAALHOTO PHCKA UPHMEHEHHA H3JACAHE OTHOCATCA K Kiaccy 2a
(cornaciio npukasa MHHHMCTENCTBA 3/ipaBooxpailehna  Pocchiickolt dencpanuu  Nedu or
06.06.2012).

Kon obuicpocchiickoro knaccHPHKaTopa NPOAYKIMH MO EHAAM 3KOHOMHUYECKON NEATEILHOCTH
OKIJ12 - 32.50.13.190

Bua m3zenns B COOTBETCTBHH ¢ HOMEHKNATYpio# Knacchpuxauuel MEAHLHICKUX HINC/IHH
179080 (cornacHo npHKaza MHMHCTEPCTBA 3ApaBooxpaneniua Poccuiickoil deaepanun Nedn or
06.06.2012)

[TOKA3AHUS K HPHMEHEHMIb

Ulanuel ans yaaneHHs HHOPOMHLIX TeA B B3ATHA Ouwoncun B Habope OTSG Xcavator
IHAOCKOMHYCCKHE NpEARa3zHayYeHsl JUIA 3axsara (onbmoro obvema GuonTata WM HHOPOMILIX
TeJN B KETyIOUNO-KHIIEMHOM TpaKTe.

[TPOTUBOINOKA3AHNUA

HPOTHBOIIOKZBQIIPUI K UCNONb30BAHMIO CHCTEMBI COMPAKEHBI ¢ NPOTHBOIIOKA3AHWAMH NAINCHTA
K MPUMCHCHHIO NICYEHHA MCTOAOM I uOKO#i 3HACCKONUM.

Nanenue Moxer OBITE UCTIONL3OBANO TONLKO ¢ THOKAMH 3HAOCKOIIAMH.

BO3MOXHBIE OCJIOXKHEHUA
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MHCTPYKUMA NO NPUMEHEHUIO

- O4HOMOMEHTHOE 1N Nepdopauns B 061aCT NPUMEHEHUS N3[eNUS.
- KpoBoTeueHune

- PazgyBaHuve nnn nHpeKuns B 061acT NPUMEHEHUST N34enus.

- MpoxoXaeHne LWMNLOB Yepe3 paHee YCTAHOB/IEHHbIN CaMOPaCLLUVPAIOWNIACS CTEHT, MOXeT
MPVBECTU K MEXAHMYECKOW MUrpaLumn CTEHTA.

5 MOPAAOK PABOTbI N3AENNA
51 Tlepen ncrnosib3oBaHUEM

Mepes WCMOMb30BaHMEM BHUMATE/IbHO OCMOTPUTE CTEPU/IbHYIO YMakKoBKYy, B Ciy4van €eciu
CTEPUNBHOCTb YNaKOBKM 6blnia HapyLUeHa He UCMONb3YATe U3aenve.

Bpau [Jo/mkeH 6bITb YBEPEH, YTO MOMIHOCTbIO 03HAKOMW/ICS C MHCTPYKLMEN MO MpYMEHEHMIO
3axgara.

Mepes mMcnonb30BaHMEM Bcerga HeobXxoAuMO MPoBePATb COBMECTUMOCTb AMUCTaNIbHOro KOHLA
9HA0CKOMA N JaHHOro MeauunHckoro udgenmda. OTSG Xcavator NPUMEHSAOTCA € 3HL0CKOMNamMu
C AMameTpoM AUcTanbHOM YacTm oT 9,5 ao 10, 5 mm.

MNepepn BBEAEHMEM MHCTPYMEHTA B MauMeHTa, OTKPOWTE M 3aKpouTe ,0paHLUH LWMMLOB, YTOObI
NpoBepuUTbL X PaboTOCMOCOOHOCTD.

MpM  NpUYMeHeHUW  M3OeNns  nauyueHTaMm, Yy  KOTOpbIX  paHee  Obln  YCTaHOB/EH
camMopacLUMpAILLMIACA CTEHT, Bcerga HeobxoAMMO npeaBapuTeslbHO y6eanTbCs, YTO AMaMeTp
WNHCTPYMEeHTa N03BO/AET NPOATK Yepes CTeHT.

BBuAy pa3mepoB Ko/Mayka BWUAMMOCTb 3HAOCKOMUYECKOM  KapTUHKM,
npoBefeHVe U paboTa MHCTPYMEHTOM MOXET ObiTb 3aTPyAHEHa, TeM CamblM YBE/NYMBAETCS
PUCK HENpPOM3BO/IbHOW nepdopaumn.

52 MoHTaXx nsgenns

- Tpybka 3aWmTHas Yy)Xe CMOHTMpOBaHa Ha TMOKYK 4YacTb cuctembl OTSG XCavator.
CMOHTUPYNTE TPYOKY 3aMTHYIO Ha AUCTa/lbHbIA KOHeL, 3HAOocKona. He nioTHO pasmectuTe
AVNCTa/IbHOM KOMNAYoK TakK, YTO6bl OH He MepeKpbiBa/T BUAUMOCTL paboyero KaHana aHA0CKONa.
(Cm. Puc 3). Mocne atoro, HagaBnTe Ha KOMMaYoK MOKa OH JOCTUIHET CTOMEPPOB Ha KOMMaykKe,
rnocsnie 3Toro Ko/mavok 6yfeT HafeXxHOo 3auKcnpoBaH. PUCYHOK 3-A MOKa3blBaeT KOPPEKTHOE
pacnofioXkeHne Kosnadka, pUcyHok 3-B aHA0CKOMMYECKY0 NepCcneKkTuBy.
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NHCTPYKUMSA NO NPUMEHEHUIO

3-8

B TMpouecce MOHTaka Ko/inayka HeobXoaumo y6eanTbCs, UTO KOMMAYOK  KOPPEKTHO
CMOHTUPOBaH Ha 3HAOcKone. BMAMMOCTb M (PYHKUMM 3HAOCKOMA [A0/KHbI ObiTb MOMHOCTbIO
[IOCTYMHbI flevalllemy crneymanmncTy.

5.3 YcTaHOBKa 3aWMTHON TPYy6KU
- YoanuTe ukcaTtop 1 NpoTAHMTE TPYOKY 3aLMTHYIO OT AUCTa/IbHON YacTu K pyyKe 3HA0CKONa.

- QHOO0CKON [O0/MKEH ObITb YMCTBIMU U CYyXUM. 3alMKCUPYNTE SHAOCKOMN Ha PacCTOAHUMN 2-3 MM
BCEI ANMHbI 3HAocKona. Mpu 3ToM He (PUKCUpyliTe KOAMadok. Y6eamTecb B TOM, 4TO TyOyc
LLMMLIOB NMPOXOAMT MPAMO U 3aMKCMPOBaH C 3HA0CKOMOM.

- MpoTaHnTe TPYyOKY 3alWMTHYK Ha MPOKCMMa/IbHOM KOHLUE Hasafg npuv nomowm Tybyca.
Y6eantech, UTO TPyOKa NPOTSHYT K PyyKe 3HA0CKONa.

- YpanvTe ocTasluMecs 3awmnTHbIe PUKCaTOpBbI.
5.3 PaboTa nu3genus

- Mepen npoBefeHMEM 3axBaTbIBalOWMX 3axBaTa, WCMOMb3YiHTe MNPOBOAHUK (He BXOAMT B
KOMMNEKT, MaKCUMasibHbI gnameTp 1MMm), Ans 601ee yBepeHHOro NPOXoXAeHUst UHCTPYMeHTa.

- bonblioi 06bEM TKaHW WM WMHOPOAHOE Teflo MOXET 3ab6/I0KMPOBaTb CMbIKaHWE OpaHLL
MHCTPYyMeHTa. Ecnn 3TO Npoms3owio Mppuratop, acnupaTop Wan 3axBaT 471 0CBOOOXAEHUS
6paHLL.

- Mpu WCMNONb30BaHUN MHCTPYMEHTa AN MaHWNynsuuy B paboyem KaHane 3H0CKOMa,
Heo6X0AMMO CMeiuTb 4YTO6bl paboyas YacTb MHCTPYMEHTa Oblfia MOMHOCTLIO MOrpy)XeHa B
ANCTa/bHbIA KOMNayoK. B MPOTUBHOM C/lydae MHCTPYMEHT MOXET 6bITb 3aKaT M He 3aKpbIThCA
MOJTHOCTbHO.

Mpn BBegeHMn, paboTe K BbiBegeHMO wWMnuoB OTSG Xcavator 6paHLLM
BCerja [O/MKHbl ObiTb 3aKpbiTbl, W MOCTOSAHHAasA BU3yasibHas 3HAOCKOMMYecKasi KapTuHKa
pekomeHayeTcs.

1milpoBegeHne wmnuos QTSG
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NHCTPYKUMS NO MPUMEHEHMUIO
- MpoBeanTe 3HAOCKON C WMMLAMU K 30He UHTepeca
- 3axBaTuTe TKaHb UM MHOPOAHOE Teso

2. 3axBaT U1 y[aneHne TKaHW UM MHOPOAHOTO Tena

Mpu OTKpbITUM GpaHL, ybeanTecb, YTO Yy Bac AOCTAaTOMHO MecTa, Y4Tobbl HC
NOBPeAMTb OKPYXalLWy TKaHb. AKKYpaTHO OTKpOWiTe OpaHWW Mof 3HAOCKOMUYECKUM
KOHTPO/IEM.

- HapasuTte Ha cnanigep ot cebs (Puc 2-A), 4To6bl OTKPbITL GpaHLUN.
- Mo3numoHnpyinTe yaanseMyro TKaHb B 6paHLLM LMMLOB.

- MoTaHuTe cnaingep Ha ce6sa (Puc. 2-B) Ana 3akpbiTua OpaHLWl. Yaansemasi TKaHb OyaeT
pacnonoXxeHa BHYTPWU GpaHLL.

- YaanuTe aHA0CKOMN U3 MaLyeHTa.

Puc.6 [IBukeHune cnaifepa gna oTKPbITUS/3aKpbITUA BGpaHLL.
5.4 lemoHTax
- AKKypaTHO CHUMWUTE KO/INavyoK BMeCTe C TPYOKOM 3alumMTHOM

- Ypanute n yTunm3unpyiite Bce MeAULMHCKME YCTPOACTBA.

6. CBEAJEHNA O TEXHUYECKOM OBCNYXWBAHWUN

CpOK COXpaHeHUsi CTeEpUIbHOCTU - 3 rofa ¢ AaTbl CTepUAN3aLUN.
FapaHTUpyeTCs, YTO U3Aenne He NMEET AePEKTOB, CBA3aHHbIX C MPOM3BOACTBOM U KayecTBO/M
NPON3BOACTBEHHbIX MaTepuanoB. W3genve OydeT 3aMeHEHO, ec/in He MNPOW3BOAW/IOCH

(hm3nyeckoe/MexaHNYeCKoe BMeLLaTeNIbCTBO B M3AeNMe, He COOTBETCTBYHOLLEe TPeGoBaHUAM

WHCTPYKUMM MO NPUMEHEHUIO. Y40CTOBEPbLTECH, YTO /11060 cO0l B paboTe He MPoOUCXoauT
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NHCTPYKLUNS NO NPUMEHEHMUIO

M3-3a HEaleKBaTHOrO yxo[a 3a W3AeNMEM WM Heco6MoAeHUsT UHCTPYKUMKW. B cryuae
BO3HWKHOBEHWSI ~ HEMCMPABHOCTM NPV COGMIOAEHUN  TPeGOBaHUA  MHCTPYKUMM MO

NPUMEHEHUIO, NPON3BOANTESTb NPOU3BOANT 3aMEHY U3OENNA.

N3penve He npeAHasHauyeHO [1s1 MOBTOPHOM CTepuansauumn 1 ae3nHdgekumn. MoBTopHoe

MCcnosib30BaHWe U3fenve MoXeT HaHeCcTU Bpes nauneHTy!

Mo Bcem Bompocam o6pawatbCd K OouuMaibHOMY MPeAcTaBUTEN0 Ha TeppuTopuvm
Poccuiickoin ®epepauun: 000 «3HAo CTapc», opuanyveckuin agpec: 197101, r. CaHKT-
MeTepbypr, bonbwas MoHeTHas, 4.27, nnT.A, nom. 12H, Ten/takc: 8-800-555-56-57. e-mail
endo@endo-stars.com.
7. CBEAEHWA O PEMOHTE
OfHOpa30BOE M3AeNNe, PEMOHTY HC MOANEXNT.
8. MAPKVPOBKA
- [IpoMapKnpoBaHo:
- HavmeHoBaHWe MefVLNHCKOrO U3Aenns;
- MabapuTHbIe pa3mepsl;
- QnameTp;
- Ha uHamBmnayanbHoM ynakoBKe yKasblBaeTcs:
- MapKknpoBKa 1 UaeHTU(MNKALNOHHbBIA HOMep 3KCNepTHOM opraHu3aumn B EBpocotose
- O6paTnTeCh K MHCTPYKLUUN NO NPUMEHEHNIO;
- N0T;
- APTUKYNbHBbI HOMEP;
- MpownsBoauTenb;
- [laTa Npon3BoACTBa;
- lInameTp COBMECTMMOIO KaHaa 3HA0CKONa;
- MapaHTWIAHBIA CPOK rOAHOCTU (XpaHeHUs);
-CTepunbHO (3TUNEH OKCUA);
- He ncnonb3oBaTb NOBTOPHO;

- He cTepunusoBaTtb NOBTOPHO;
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WUHCTPYKUKA NO NPUMEHEHWIO

- He ncnons3oBath NpH NOBPEKACHHOH yNaKoBKe;
- He concpxuT narekca;

- Konnuectno niaennii so BHewHel ynakoske.

Tpancnoprruax MApKHPOBKa JOJUKNHA ObiTb HaHeceHa Ha 6ymaxmue HIIR KapTOHHBIC APIABLIKH.
WA HCNOCPCACTBCHHO Ha Tapy, APibIKR MNPHKPEINAIOT K YNAKOBKE KICEM HIU APYI'HMN
MaTepHanaMu, ofecrieunnalonyiMu COXpannocTh rpy3a H MapKHpOBKHY.

9. YKAZAHHE MEP BE3ONNACHOCTH
He ucnion»308ats NpH NOBPEXACHHH YTIAKOBKIL.

He ncnone3oBars nocine HCTEYEHHS CpOKa I'O/IHOCTH.

WsroToBnenne npoaykTa ocyuectTnascrea B coorsereTin ¢ Jiupextusoii 93/42/EEC or
14.06.1993 r.

Onnopazosoe NpHMEHENHHE: na.

10. CBEAEHHA Ob YTHJIN3AUHA.

Cornacnio CaHHTapHO-3MHAEMHONOTHYECKAX TpeGoBanai K OOPALIEHHIO C MEAHLKHCKHMH
otxonamu: CanHuTapHO-3NHAEMHONOTHYecKHe npaBuia u nopmatuebl CaulluH 2.1.3684-21
Knacc b.

11. JAHHBIE ITIO CPOKY 'OAHOCTH " CPOKY XPAHEHHA

Cpok coxpalieHHs CTEpUNbLHOCTH — 3 FOAA € /IaThl CTEPHITH3ALMA.
FapanTrpoBarubIit CPOK FOAHOCTH (XpaHenua) - 3 rosa ¢ AaThl CTEPHIW3ALMH.

12, TPAHCITOPTHPOBKA H XPAHEHHE
HM3nenne yknaueiBaeTcss B COOTBETCTBYIOINYIO YNAKOBKY BMCCTE C  IKCIUlyaTallHOHHOM
nokymentauucii. JlomyckacTca TpaHCMOPTHpPOBKAa BCEMH BHAAMH TPaHCNOPTa B KPBIThIX

TPAHCTIOPTHLIX CPEACTBAX H XpaHEHHE W3LENHA NPH CICAYIOMMX YCAOBHAX:
- Temneparypa -50°C - +50°C
- OTIIOCHTENLNAA BAAXHOCTD BO31yXa 45-80%.

- atMocdepioe nasnetne atmocdeproro aasaenns cocrasset ot 86,0 klla no 106,7 «lla (650-800

MM.pT.CT.)
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oVeSco
OVESCO OTSGXcavator
VHCTpYKUMA MO NPUMEHEHUIO
[Mocne TPaHCMOPTUPOBKA 06paTl/ITe BHMMaHWME Ha ee NocneacTtsnAa U BO3MOXXHbIE NMOBPEXAEHUA.
N3penve B TpaHCNOPTHOW YMNaKOBKE [AO/MKHO 006/1afaTb YCTOMYMBOCTBIO K MeXaHU4eCKUM

BO3EACTBUSAM NPV TPaHCMOPTMpPOBaHMK cooTBeTcTBYOWMM TOCT P 50444,

FapaHTMPOBaHHbIN CPOK FOAHOCTY (XpaHeHUs) - 3 roaa ¢ AaTbl CTEPUIN3ALIMMN.

13. TAPAHTUN N3TOTOBUTENA

a. M3roToBMTeNb rapaHTUPYeT COOTBETCTBME U3Ae/NS TPeGOBaHMSIM HACTOSILLEr0 HOPMATVMBHOIO
[OOKYMeHTa npu COG/IOAEHUN YCMOBUIA 3KCM/TyaTalmm, TPaHCNIOPTUPOBaHUS U XPaHEHNS.

b. Mo Bcem BoMpocaMm 06panwTLCA K OpuUNANbEHOMY NPeACTaBUTEN0 Ha TeppuTopuun
Poccuiickon ®epepaumm:

000 «3Hpo Crtapc» 197101, r. CaHKT-MeTepbypr, Bonblwasg MoHeTHas, 4,27, NUT. A, HOM.
12H, Ten/takc: 8-800-555-56-57, email: endo@,endo-stars.com

14. MEPEYEHb OAHHBIX O MEXAOYHAPOAHbBIX CEPTU®PUNKATAX U
OEKJTAPALNN COOTBETCTBUNA:

- Ceptudmkar ISO 13485:2016 Ne 50970-14-01 ot 20.05.2019
- EC ceptudmkar Ne 50970-16-05 ot 20.05.2019

- CepTndmkat perncrpauum komnaHmn ot 20.01.2016
15.MEPEYEHb HAUMNOHANBbHbBIX POCCUNCKWNX CTAHOAPTOB

MMepeyeHb MPUMEHAEMbIX HaUMOHa/IbHbIX CTaHAAPToB P® v MeXAyHapoAHbIX CTaHOAPTOB C
uenbto obecrieyeHns 6e30MacHOCTU, 3PHPEKTUBHOCTU U KayecTBa, a TakKxke CTaHZapTbl C
MeToAamMn KOHTpons: AupekTmBa 93/42/EEC, EN ISO 13485:2016.

N3roTtoBneHne npoayKTa OCYLIEeCTBNAETCA B COOTBETCTBUM C [upekTuBoi 93/42/EEC ot
08.11.2015 r.
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OVESCO OTSG Xcavator
MHCTPYKUMA NO NPUMEHEHUIO

16. OCHOBHbIE CTAONN
MPON3BOAOCTBEHHBIX MPOLECCOB
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MPOEKTUPOBAH NA

n



5 ANNNIOMUPOBaHHBI NepeBoAYMK ViBaHKOBa EnvsaBeTa CepreeBHa, BNagetowmii pycCKUM 1 aHT INIACKAM
obrncamyi, MNOATBEPXKAAD, UYTO BbLUO/IHEHHBLIA MHOK MepPeBOf, MNPUIOXKEHHOr0 [OKYMEHTa  SIBNSIETCS

3paBW1bHbIM, TOYHbLIM W MOJTHbLIM.

[1lepeBoaunk ViBaHKOBa Ennsaseta CepreeBHa:

CAHKT-
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METEPBYPI

Poccuiickasa ®egepauns. CaHKT-MeTepoypr.

BToporo aBrycra aBse TbiCA4YM ABajLaTb BTOPOro roja.

A, TpythaHoBa MapunHa MuxaiisioBHa, BpeMeEHHO MUCNONHAOWAs 06513aHHOCTN HOoTapuyca
HoTapuasibHOro okpyra CaHkT-MeTepbypr KapnyHuHon Onbrn BacunbeBHbI, CBUAETENLCTBYHO
Nnog/INHHOCTL noAnncun nepesogynka ViBaHKOBOW Enn3aBeTbl CepreeBHbl. ﬂO,CI,I'II/ICb caenaHa B MOEM
NPUCYTCTBUMW.

JIN4HOCTBL nognmncaBLlleEro AOKYMeEHT yCTaHOBJ/IEHA.
3apeructpmpoBaHo B peecTpe 3a Ne 78/303-H/78-2022-
YnnayeHo 3a coBeplleHMe HOTapmanbHoro aecteums: 500 py6nei

M.M. TpyhaHoBa

£ N Toro B HacTosiLLeM JOKYMEHTE
( ) et
BPWO HoTapuyca
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Poccuiickas ®epepauns.
CaHKT-lMeTepbypr.
BToporo aBrycrta ABe TbiCA4M ABajLaTb BTOPOro roja.
A, TpydaHoBa MapuHa MwuxaiifioBHa, BPEMEHHO WCMNOMHAKOWAS 0683aHHOCTU
HOTapuyca HoTapuasibHOro okpyra CaHKT-MeTepbypr, KapnyHuHoW Onbru BacunbeBHbI,

CBMAETE/IbCTBYHO BEPHOCTL KOMWMU C npegcrtaB/ieHHOro MHe AOKYMEHTa.

3apernctpmpoBaHo B peectpe: Ne 78/303-h/78-2022-/1/-N"6N
YnnayeHo 3a coBeplUeHne HoTapmanbHoro aercteus: |} pyoneii.

M.M. TpycaHoBa

AIToro B AOKyMeHTe MpoLUMTO
33 (TpuauaTb TpX) NncTa
M.M. TpydaHoBa
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