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Instructions for use/Technical description

AESCULAP” Reusable trocar system 5.5 mm - 13 mm

Note for U.S. users

This Instructions for Use is NOT intended for United States users. Please discard. The Instructions for
Use for United States users can be obtained by visiting our website at www.aesculapusaifus.com. If
you wish to obtain a paper copy of the Instructions for Use, you may request one by contacting your
local Aesculap representative or Aesculap's customer service at 1-800-282-9000. A paper copy will
be provided to you upon request at no additional cost.

Gebrauct g/Technische Beschreibung

AESCULAP” Wlederverwendbares Trokarsystem 5.5 mm, 13 mm

Mode d'emploi/Description technique

AESCULAP® Systeme de trocart réutilisable 5,5-13 mm

Instruccwnes de manejo/Descripcién técnica

AESCULAP” Sistema de trocar reutilizable 5,5 mm - 13 mm

Istruzioni per I'uso/Descrizione tecnica

AESCULAP" Sistema trocar riutilizzabile da 5,5 mm-13 mm
Instrugoes de utilizagdo/Descrigo técnica

AESCULAP” Sistema de trocarte reutilizavel de 5,5 mm, 13 mm
Gebru|ksaanwuung/‘l’echnlsche beschrijving

AESCULAP” Herbruikbaar trocarsysteem 5,5 mm - 13 mm
Brugsanvlsnmg/‘l’ekmsk beskrivelse

AESCULAP” Trokarsystem til flergangsbrug 5,5 mm - 13 mm
Bruksanvisning/ beskrivelse

AESCULAP” Gjenbrukbart trokarsystem 5,5 mm-13 mm
Bruksanvisning/Teknisk beskrivning

AESCULAP® Ateranvandbart troakarsystem 5,5 mm - 13 mm
Kayttdohjeet/Tekninen kuvaus

AESCULAP” Uudelleenkaytettivi troakaarijérjestelmd 5,5 mm - 13 mm
KasutUSJuhenleehmIlne kirjeldus

AESCULAP® Korduvkasutatav trokaarisiisteem 5,5-13 mm

LietoSanas |nstrukcualTehmskals apraksts

AESCULAP” Atkartoti lietojama troakara sistéma 5,5-13 mm
NaudOJlmo instrukcija/Techninis apradymas

AESCULAP” Daugkartiné troakaro sistema, 5,5-13 mm

VHCTpyKUms no npumeHmio/ TexHnueckoe onucakme
AESCULAP’ Cuctema MHOropasoBbiX TPOAKapoB 5,5 MM — 13 MM
Névod k pouziti/Technicky popis

AESCULAP” Systém trokaru 5,5 mm - 13 mm k opakovanému pouziti
Instrukcja uzytkowania/Opis techniczny

AESCULAP® System trokaréw wielokrotnego uzytku 5,5-13 mm

Navod na gouznvame/Techmcky opis

AESCULAP" Trokdrovy systém na opakované pouzitie 5,5 mm - 13 mm
Hasznalati utasitas/Miiszaki leiras

AESCULAP” Ujrahasznalhato trokarrendszer, 5,5-13 mm

Navodila za uporabo/Tehni¢ni opis

AESCULAP” Trokarski sistem za vekratno uporabo, 5,5-13 mm

Upute za uotrebu/‘l’ehmckl opis

AESCULAP® Sustav troakara za visekratnu uporabu 5,5 mm - 13 mm
Manual de utilizare/Descriere tehnica

AESCULAP® Sistem de trocar reutilizabil 55mm-13 mm
WHcTpyKuun 3a ynotpeba/TexHnuecko onncaine
AESCULAP‘TpoaKapHa cucTema 3a MHOrokpatHa ynotpe6a 5,5 - 13 mm
Kullanim KlIavuzu/‘I’ekmk Aciklama

AESCULAP® Tekrar kullanilabilir trokar sistemi 5,5 mm - 13 mm
O8nyieg xpriang/Texvid Tepypagr

AESCULAP" Emavaypnatpotouratjo obatnua tpokdp 55 mm - 13 mm
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AESCULAP®
AESCULAP Reusable trocar system 5.5 mm - 13 mm

Legend

Sealing cap

Trocar body

Silicone lip valve

Ring (with or without Luer Lock insufflation connector)
Sealing cap for Luer Lock connector
Spacer with Inflation Stopcock
Spring cap

Stopcock

Coding ring

10 Trocar sleeve

11 Fixation screw

12 Obturator

13 Trocar

14 Suture material fixation

15 Cone attachment

1 About this document
Note
General risk factors associated with surgical procedures are not described in these instructions for use.

CONDGAWN =

1.1 Scope
These instructions for use apply for trocars.
Note

The applicable CE mark for the product can be seen on the label or packaging of the product.
Note

Instructions for use and further information about B. Braun /AESCULAP products can be found on the
B. Braun elFU website at eifu.bbraun.com

1.2 Safety messages

Safety messages make clear the dangers to patient, user and/or product that could arise during the use of the
product. Safety messages are labeled as follows:

/\ WARNING
Indicates a possible threat of danger. If not avoided, minor or moderate injury may result.

/A CAUTION
Indicates a possible threat of material damage. If not avoided, the product may be damaged.

2 Clinical use

2.1 Available sizes
The reusable trocar system of the EJ series is available in the following variants:
m Working lengths:

- 60mm

- 110 mm

- 150 mm
H Diameter:

- 5.5 mm (red)

- 10 mm (green)

- 13 mm (yellow)
For a complete overview of our trocar systems, please see the Endoscopy Online Catalog under www.endos-
copy-catalog.com

2.2 Areas of use and limitations of use

2.2.1 Intended use

The reusable trocar system is used in operations in laparoscopic general surgery, gynecology and urology.

It serves to create and maintain an approach to the operating field for instruments and endoscopes in laparo-
scopic operations. Endoscopic instruments of 5 mm (5 mm trocar), 5 =10 mm (10 mm trocar) and of 5-12 mm
(13 mm trocar) can be inserted.

It serves to create and maintain an approach to the operating field for instruments and endoscopes in laparo-
scopic operations using the HASSON technique. Endoscopic instruments of up to 5 =10 mm (10 mm trocar)
diameter can be inserted.

They may only be used in conjunction with the corresponding silicone flap valve.

2.2.2 Indications

Note

The manufacturer is not responsible for any use of the product against the specified indications and/or the
described applications.

For indications, see Intended use.

2.2.3 Contraindications
Do not use if laparoscopic operating techniques are contraindicated.

2.3  Safety information

2.3.1 Clinical user

General safety information

To prevent damage caused by improper setup or operation, and to not compromise the manufacturer warranty

and liability:

P Use the product only according to these instructions for use.

» Follow the safety and maintenance instructions.

» Ensure that the product and its accessories are operated and used only by persons with the requisite train-
ing, knowledge and experience.

P Store any new or unused products in a dry, clean, and safe place.

» Prior to use, check that the product is in good working order.

> Keep the instructions for use accessible for the user.

Note

The user is obligated to report all severe events in connection with the product to the manufacturer and the

responsible authorities of the state in which the user is located.

Notes on surgical procedures

It is the user's responsibility to ensure that the surgical procedure is performed correctly.

Appropriate clinical training as well as a theoretical and practical proficiency of all the required operating
techniques, including the use of this product, are prerequisites for the successful use of this product.

The user is required to obtain information from the manufacturer if there is an unclear preoperative situation
regarding the use of the product.

2.3.2  Product-specific safety information

» Only use the product with visual control.

» Only combine Aesculap trocar components of the EJ series.

» Only combine trocar sleeves and trocar obturators with the same color code (diameter)/label and the same
working length.

» Use cone attachment 15 only with smooth trocar shaft EJ432R.

> Use trocars with silicone flap valve.

» Use suture material fixation 14 only with smooth trocar shaft 10.

» Observe handling instructions in the instrument-specific instructions for use.

2.3.3 Sterility

Non-sterile packaged products
The product is supplied non-sterile and intended to be used in sterile condition.
» Clean the new product after removing its transport packaging and prior to its initial sterilization.

2.4  Application

/N WARNING

Risk of injury and/or malfunction!

P Prior to each use, inspect the product for loose, bent, broken, cracked, worn, or fractured compo-
nents.

P Always carry out a function test prior to each use of the product.

» To prevent damage to the sealing element, apply appropriate care when inserting any instruments.

P If possible, insert instruments in their closed position, straight and central through the sealing ele-
ment.

P Prior to inserting the trocar into the patient, prepare an abdominal pneumoperitoneum e.g. with a
Verress cannula.

P Apply skin incisions in order to avoid excessive application of force.

P Position trocars under intra-abdominal visual control.

/\ cAUTION
Malfunction due to incompatible instruments!
P Check for mutual compatibility of the trocar system and instruments. To do this, carefully insert the
instrument into the trocar and check for patency.
» Mounting the trocar, see Assembly.
» When using the trocar sleeve and the spacer with inflation stopcock 6: close stopcock 8. For this, turn the
valve 90° to the right.
Insert the trocar mandrel 12 into the trocar 13.
Insert the trocar into the patient by alternating left/right rotating movements, applying even and con-
trolled pressure.
For trocar sleeves 10 with thread: turn in a clockwise direction until the trocar is in the desired position.
Pull out the obturator 12. Trocar sleeve 10 remains positioned in the patient.
When using the suture material fixation 14: fixate trocar shaft 10 in the incision with previously placed
fixation suture. Wind the threads of the suture around suture material fixation 14 at least twice, into the
slots.
» When using the cone attachment 15:
- Slide cone attachment onto smooth trocar sleeve and tighten locking screw.
- Fixate cone attachment with prepared fixation sutures in the incision.
- Wind the threads of the fixation sutures around the thread fixation at least twice, into the slots.
» When connecting the inflation to the inflation stopcock 8: connect, start inflation and open stopcock 8.
» Carry out intra-abdominal visual control.
» Post application, unwind the suture thread from the suture material fixation 14.
>
>
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Post application, unwind the suture thread from the cone attachment 15.
After use, with trocar sleeve 10 with thread: turn trocar sleeve counterclockwise until the thread is fully
released.

Note

Apply rotary movement to remove hook-shaped instruments.

3 Validated processing procedure

3.1  General safety instructions

Note

Adhere to national statutory regulations, national and international standards and directives, and local, clinical
hygiene instructions for sterile processing.

Note

For patients with Creutzfeldt-Jakob disease (CID), suspected CJD or possible variants of CJD, observe the rele-
vant national regulations concerning the processing of products.

Note

Mechanical processing should be favored over manual cleaning as it gives better and more reliable results.
Note

Successful processing of this medical device can only be ensured if the processing method is first validated. The
operator/sterile processing technician is responsible for this.

Note

Sterilization should always be favored over disinfection under all circumstances. Only if final sterilization is not
possible should disinfection with a virucidal agent be preferred.

Note

Up-to-date information about processing and material compatibility can be found on the B. BraunelFU site at
eifu.bbraun.com

The validated steam sterilization procedure was carried out in the AESCULAP sterile container system.

3.2 General information

Dried or affixed surgical residues can make cleaning more difficult or ineffective and lead to corrosion. There-

fore the time interval between application and processing should not exceed 6 h; also, neither fixating pre-

cleaning temperatures >45 °C nor fixating disinfecting agents (active ingredient: aldehydes/alcohols) should

be used.

Excessive measures of neutralizing agents or basic cleaners may result in a chemical attack and/or to fading

and the laser marking becoming unreadable visually or by machine for stainless steel.

Residues containing chlorine or chlorides e.qg. in surgical residues, medicines, saline solutions and in the service

water used for cleaning, disinfection and sterilization will cause corrosion damage (pitting, stress corrosion)

and result in the destruction of stainless steel products. These must be removed by rinsing thoroughly with

demineralized water and then drying.

Additional drying, if necessary.

Only process chemicals that have been tested and approved (e.g. VAH or FDA approval or CE mark) and which

are compatible with the product's materials according to the chemical manufacturers' recommendations may

be used for processing the product. All the chemical manufacturer's application specifications must be strictly

observed. Failure to do so can result in the following problems:

W Optical changes of materials, e.g. fading or discoloration of titanium or aluminum. For aluminum, the
application/process solution only needs to be of pH >8 to cause visible surface changes.

B Material damage such as corrosion, cracks, fracturing, premature aging or swelling.

» Do not use metal cleaning brushes or other abrasives that would damage the product surfaces and could

cause corrosion.

Further detailed advice on hygienically safe and material-/value-preserving reprocessing can be found at

www.a-k-i.org, link to "AKI-Brochures", "Red brochure".
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3.3  Service life

Influences of the processing using the validated procedure which lead to damage to the product are not

known.

Careful visual and functional inspection before each use is the best opportunity to recognize a product that is

no longer functional, see Inspection.

3.4  Preparations at the place of use

> If applicable, rinse non-visible surfaces preferably with deionized water, with a disposable syringe for ex-

ample.

» Remove any visible surgical residues to the extent possible with a damp, lint-free cloth.
» Transport the dry product in a sealed waste container for cleaning and disinfection within 6 hours.

3.5  Preparing for cleaning

» Disassemble the product prior to cleaning, see Disassembly.
> Remove the sealing cap from the Luer lock connector.

P If there is a spacer with inflation stopcock 6 open stopcock 8.

3.6  Disassembly

YYYYYYY

screw 11,
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sleeve 10.

Remove sealing cap 1 from trocar body 2.

Unscrew the body of the trocar 2 from the trocar shaft 10.
Remove silicone flap valve 3 from trocar body 2.

If necessary, remove the spacer ring 4/6 from the trocar sleeve 10.
Remove the sealing cap for Luer Lock connector 5 if applicable.

If necessary, remove the code ring 9 from the trocar sleeve 10.

If necessary, slide suture material fixation 14 from trocar sleeve 10 and completely unscrew fixation

Spacer with Inflation Stopcock
» Unscrew the spring cap 7 from the spacer with the inflation stopcock 6.

» Remove stopcock 8.

3.7  Cleaning/Disinfection

If necessary, loosen fixation screw of cone attachment 15 and remove cone attachment from trocar

3.7.1 Product-specific safety information on the processing method

Damage to or destruction of the product due to inappropriate cleaning/disinfecting agents and/or excessive

temperatures!

» Following the manufacturer's instructions, use cleaning and disinfecting agents,
- be approved for plastic material (thermoplastics, silicon) and high-grade steel,
- that do not attack softeners (e.g., in silicone).

» Observe specifications regarding concentration, temperature and exposure time.

» Do not exceed the maximum allowable disinfection temperature of 95 °C.

3.7.2 Validated cleaning and disinfection procedure

Manual cleaning with
immersion disinfection

» Use a suitable cleaning brush, e.g.

TA007747

Use a disposable syringe 20 ml.

When cleaning instruments with movable

hinges, ensure that these are in an open

position and, if applicable, move the

hinge while cleaning.

» Drying phase: Use a lint-free cloth or
medical compressed air.

>
>

see Manual cleaning/dis-

infecting and subsection:

B see Manual cleaning
with immersion disin-
fection

Manual cleaning with
ultrasound and immersion
disinfection

W EJ4A30R

» Use a suitable cleaning brush, e.g.
TA007747

» Use a disposable syringe 20 ml.

» When cleaning instruments with movable
hinges, ensure that these are in an open
position and, if applicable, move the
hinge while cleaning.

» Drying phase: Use a lint-free cloth or
medical compressed air.

see Manual cleaning/dis-

infecting and subsection:

B see Manual cleaning
with ultrasound and
immersion disinfection

Manual pre-cleaning with
brush and subsequent
mechanical alkaline clean-
ing and thermal disinfec-
tion

» Use a suitable cleaning brush, e.g.

TA007747

Use a disposable syringe 20 ml.

Place the product on a tray that is suit-

able for cleaning (avoid rinsing blind

spots).

» Connect components with lumens and
channels directly to the rinsing port of the
injector carriage.

» Place the product on the tray with all

product links and joints open.

Use jetting lances or irrigation sleeves in

the injector vehicle to rinse out the lu-

mens/ducts.

Yy
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see Mechanical cleaning/

disinfection with manual

pre-cleaning and subsec-

tion:

B see Manual pre-clean-
ing with a brush

B see Mechanical alka-
line cleaning and ther-
mal disinfecting

Manual pre-cleaning with
ultrasound and brush, and
subsequent mechanical
alkaline cleaning and ther-
mal disinfection

m EJ430R

» Use a suitable cleaning brush, e.g.

TA007747

Use a disposable syringe 20 ml.

Place the product on a tray that is suit-

able for cleaning (avoid rinsing blind

spots).

Connect components with lumens and

channels directly to the rinsing port of the

injector carriage.

» Place the product on the tray with all
product links and joints open.

» Use jetting lances or irrigation sleeves in
the injector vehicle to rinse out the lu-
mens/ducts.

Yy
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see Mechanical cleaning/

disinfection with manual

pre-cleaning and subsec-
tion:

B see Manual pre-clean-
ing with ultrasound
and brush

B see Mechanical alka-
line cleaning and ther-
mal disinfecting

3.8 Manual cleaning/disinfecting

» Prior to manual disinfecting, allow water to drip off for a sufficient length of time to prevent dilution of

the disinfectant.

» After manual cleaning/disinfection, check visible surfaces visually for residues.
» Repeat the cleaning/disinfecting process if necessary.

3.8.1 Manual cleaning with immersion disinfection

Disinfecting clean-
ing (C0|d)

Aldehyde-free, phenol-free,
and QUAT-free concentrate,

pH = 9%
1} Intermediate rinse  RT 1 - D-W -
(cold)
m Disinfection RT 5 2 D-W Aldehyde-free, phenol-free,
(cold) and QUAT-free concentrate,
pH = 9"
v Final rinse RT 1 - FD-W -
(cold)
Vv Drying RT - - - -

D-W: Drinking water

FD-W: Fully desalinated water (demineralized, low microbiological contamination: drinking water quality at

least)

RT: Room temperature

*Recommended: B. Braun Stabimed fresh

» Note the information on appropriate cleaning brushes and disposable syringes, see Validated cleaning and
disinfection procedure.

Phase |

» Fully immerse the product in the cleaning/disinfectant for at least 15 min. Ensure that all accessible sur-
faces are moistened.

» Clean the product with a suitable cleaning brush in the solution until all discernible residues have been
removed from the surface.

» |f applicable, brush through non-visible surfaces with an appropriate cleaning brush for at least 1 min.

» Mobilize non-rigid components, such as set screws, links, etc. during cleaning.

» Thoroughly rinse through these components with the cleaning disinfectant solution (at least five times),
using a disposable syringe.

Phase Il

» Rinse/flush the product thoroughly (all accessible surfaces) under running water.
» Mobilize non-rigid components, such as set screws, joints, etc. during rinsing.

» Drain any remaining water fully.

Phase Ill

» Fully immerse the product in the disinfectant solution.

» Mobilize non-rigid components, such as set screws, joints, etc. during rinsing.

> Rinse lumens at least 5 times at the beginning of the exposure time using an appropriate disposable sy-
ringe. Ensure that all accessible surfaces are moistened.

Phase IV

» Rinse/flush the product thoroughly (all accessible surfaces).

» Mobilize non-rigid components, such as set screws, joints, etc. during final rinse.
» Rinse lumens with an appropriate disposable syringe at least five times.

» Drain any remaining water fully.

Phase V
» Dry the product in the drying phase with suitable equipment (e.g. cloth, compressed air), see Validated
cleaning and disinfection procedure.

3.8.2 Manual cleaning with ultrasound and immersion disinfection

Ultrasonic cleaning Aldehyde-free, phenol-free,

[cold) and QUAT-free concentrate,
pH = 9*
U} Intermediate rinse RT 1 - D-W -
(cold)
m Disinfection RT 5 2 D-W Aldehyde-free, phenol-free,
(cold) and QUAT-free concentrate,
pH = 9*
v Final rinse RT 1 - FD-W -
(cold)
\ Drying RT - - - -

D-W: Drinking water

FD-W: Fully desalinated water (demineralized, low microbiological contamination: drinking water quality at

least)

RT: Room temperature

*Recommended: B. Braun Stabimed fresh

» Note the information on appropriate cleaning brushes and disposable syringes, see Validated cleaning and
disinfection procedure.

Phase |

» Clean the product in an ultrasonic cleaning bath (frequency 35 kHz) for at least 15 min. Ensure that all
accessible surfaces are immersed and acoustic shadows are avoided.

» Clean the product with a suitable cleaning brush in the solution until all discernible residues have been
removed from the surface.

» |f applicable, brush through non-visible surfaces with an appropriate cleaning brush for at least 1 min.

> Mobilize non-rigid components, such as set screws, links, etc. during cleaning.

» Thoroughly rinse through these components with the cleaning disinfectant solution (at least five times),
using a disposable syringe.

Phase Il

» Rinse/flush the product thoroughly (all accessible surfaces) under running water.
» Mobilize non-rigid components, such as set screws, joints, etc. during rinsing.

» Drain any remaining water fully.

Phase Il

» Fully immerse the product in the disinfectant solution.

» Mobilize non-rigid components, such as set screws, joints, etc. during rinsing.

> Rinse lumens at least five times at the beginning of the exposure time with an appropriate disposable sy-
ringe. Ensure that all accessible surfaces are moistened.



Phase IV

» Rinse/flush the product thoroughly (all accessible surfaces) under running water.
» Mobilize non-rigid components, such as set screws, joints, etc. during final rinse.
> Rinse lumens with an appropriate disposable syringe at least five times.

» Drain any remaining water fully.

Phase V

» Dry the product in the drying phase with suitable equipment (e.g. cloth, compressed air), see Validated
cleaning and disinfection procedure.

3.9  Mechanical cleaning/disinfection with manual pre-cleaning

Note

The cleaning and disinfection device must be of tested and approved effectiveness (e.g. compliance with EN ISO
15883).

Note

The cleaning and disinfection device used for processing must be serviced and checked at regular intervals.

3.9.1 Manual pre-cleaning with a brush

Disinfecting clean- Aldehyde-free, phenol-free,

ing [cold) and QUAT-free concentrate,
pH=9"
1] Rinsing RT 1 - D-W -
(cold)

D-W:  Drinking water

RT: Room temperature

*Recommended: B. Braun Stabimed fresh

» Note the information on appropriate cleaning brushes and disposable syringes, see Validated cleaning and
disinfection procedure.

Phase |

» Fully immerse the product in the cleaning/disinfectant for at least 15 min. Ensure that all accessible sur-
faces are moistened.

» Clean the product with a suitable cleaning brush in the solution until all discernible residues have been
removed from the surface.

» If applicable, brush through non-visible surfaces with an appropriate cleaning brush for at least 1 min.

» Mobilize non-rigid components, such as set screws, links, etc. during cleaning.

» Thoroughly rinse through these components with the cleaning disinfectant solution (at least five times),
using a disposable syringe.

Phase Il
» Rinse/flush the product thoroughly (all accessible surfaces) under running water.
» Mobilize non-rigid components, such as set screws, joints, etc. during rinsing.

3.9.2 Manual pre-cleaning with ultrasound and brush

Ultrasonic cleaning Aldehyde-free, phenol-free,

(cold] and QUAT-free concentrate,
pH = 9*
1] Rinsing RT 1 - D-W -
(cold)

D-W:  Drinking water

RT: Room temperature

*Recommended: B. Braun Stabimed fresh

» Note the information on appropriate cleaning brushes and disposable syringes, see Validated cleaning and
disinfection procedure.

Phase |

» Clean the product in an ultrasonic cleaning bath (frequency 35 kHz) for at least 15 min. Ensure that all
accessible surfaces are immersed and acoustic shadows are avoided.

» Clean the product with a suitable cleaning brush in the solution until all discernible residues have been
removed from the surface.

» If applicable, brush through non-visible surfaces with an appropriate cleaning brush for at least 1 min.

» Mobilize non-rigid components, such as set screws, links, etc. during cleaning.

» Thoroughly rinse through these components with the cleaning disinfectant solution (at least five times),
using a disposable syringe.

Phase Il

» Rinse/flush the product thoroughly (all accessible surfaces) under running water.
» Mobilize non-rigid components, such as set screws, joints, etc. during rinsing.
3.9.3 Mechanical alkaline cleaning and thermal disinfecting
Machine type: single-chamber cleaning/disinfection device without ultrasound

Prerinse <2577 3
Il Cleaning 55/131 10 FD-W m Concentrate, alkaline:
- pH=13
- < 50% anionic surfactant
W 0.5% working solution
- pH=11"
n Intermediate rinse >10/50 1 FD-W -
[\ Thermal disinfecting 90/194 5 FD-W -
\ Drying - - - According to the program for clean-

ing and disinfection device

D-W:  Drinking water

FD-W: Fully desalinated water (demineralized, low microbiological contamination: drinking water quality at
least)

*Recommended: B. Braun Helimatic Cleaner alcaline

» Check visible surfaces for residues after mechanical cleaning/disinfecting.

3.10 Inspection

» Allow the product to cool down to room temperature.
» Dry the product if it is wet or damp.

3.10.1 Visual inspection

» Ensure that all soiling has been removed. In particular, pay attention to mating surfaces, hinges, shafts,
recessed areas, drill grooves and the sides of the teeth on rasps.

> [f the product is dirty: repeat the cleaning and disinfection process.

» Check the product for damage, e.g. insulation or corroded, loose, bent, broken, cracked, worn or severely

scratched and fractured components.

Check the product for missing or faded labels.

Check the surfaces for rough spots.

Check the product for burrs that could damage tissue or surgical gloves.

Check the product for loose or missing parts.

Immediately put aside damaged or inoperative products and send them to Aesculap Technical Service,

see Technical service.

3.10.2 Assembly

A\ cAuTION

Leaks caused by damaged or defective sealing elements (sealing cap, silicone flap valve, sealing cap for
Luer Lock connector, code ring)!
Replace damaged/defective sealing
Put code ring 9 on trocar shaft if applicable 10.

Put spacer ring 4/6 on trocar shaft if applicable 10.

Attach the seal cap for Luer Lock connection 5 if applicable.

Insert silicone flap valve 3 in trocar body 2. Make certain that silicone flap valve 3 is pushed down to its
position below the thread.

Screw trocar body 2 onto trocar shaft 10.

Place sealing cap 1 on the trocar body 2.

Slide suture material fixation 14 onto trocar shaft 10 and screw in fixation screw 11.

YYvyy
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Spacer with Inflation Stopcock
» Put stopcock 8 into the spacer with inflation stopcock 6.
» Screw on spring cap 7.

3.10.3 Functional test

Assemble disassembled products, see Assembly.

Check that the product functions correctly.

Check that all moving parts are working properly (e.g. hinges, locks/latches, sliding parts etc.).

Check for compatibility with associated products.

Immediately put aside inoperative products and send them to Aesculap Technical Service, see Technical
service.

YYVYYY

3.11  Packaging

> Place the product in its holder or on a suitable tray. Ensure that sharp edges are covered.

» Package trays appropriately for the sterilization process (e.g. in AESCULAP sterile containers).

P Ensure that the packaging provides sufficient protection against contamination of the product during stor-
age.

3.12 Steam sterilization

A\ cauTION

Damage or leaking of the silicon flap valve caused by incorrect handling during sterilization!

» Sterilize trocar mandrels separately (not inserted in trocar sleeve or valve unit).

> Remove sealing cap 1 before sterilization, see Disassembly

> Check to ensure that the sterilizing agent will come into contact with all external and internal surfaces
(e.g., by opening any valves and faucets).

» Validated sterilization process
- Steam sterilization using fractional vacuum process
- Steam sterilizer according to DIN EN 285 and validated according to DIN EN ISO 17665
- Sterilization using fractionated vacuum process at 134 °C/holding time 5 min

> If several devices are sterilized at the same time in the same steam sterilizer: Ensure that the maximum
permitted load according to the manufacturers' specifications is not exceeded.

3.13 Storage

> Store sterile products in germ-proof packaging, protected from dust, in a dry, dark, temperature-controlled
area.

4 Maintenance and service

4.1 Technical service

A\ cAUTION

Modifications carried out on medical technical equipment may result in loss of guarantee/warranty
rights and forfeiture of applicable licenses.

» Do not modify the product.

» For service and repairs, please contact your national B. Braun/AESCULAP agency.

Service addresses

Aesculap Technischer Service

Am Aesculap-Platz

78532 Tuttlingen / Germany

Phone: +49 7461 95-1601

Fax:  +49 7461 16-2887

E-Mail: ats@aesculap.de

Other service addresses can be obtained from the address indicated above.



4.2 Accessories [ spare parts

EJ570P Silicone flap seal, 5.5/7.0 mm (pack of 20)

EJ571P Silicone flap seal, 10/12.5 mm (pack of 20)

EJ572P Silicone flap seal, 13 mm (pack of 20)

EJ700251 Spacer ring for Luer Lock inflation connector, 5.5/7.0 mm
EJ750251 Spacer ring for Luer Lock inflation connector, 10/12.5 mm
EJ651R Spacer ring with inflation stopcock, 5.5 mm

EJ650R Spacer ring with inflation stopcock, 10/12.5 mm
EJ700250 Spacer ring without inflation connector 5.5/7.0 mm
EJ750250 Spacer ring without inflation connector 10/12.5 mm
SK271C Metal stopcock with Luer Lock attachment

EJ751251 Sealing cap for Luer Lock connector (pack of 20)
EJ702250 Coding ring, red, 5.5 mm (pack of 20)

EJ752250 Coding ring, green, 10 mm (pack of 20)

EJ772250 Coding ring, black, 12.5 mm (pack of 20)

EJ644P Coding ring, yellow, 13 mm (pack of 20)

EJ446255 Sealing cap, red, 5.5 mm (pack of 20)

EJ449255 Sealing cap, green, 10 mm (pack of 20)

EJ450255 Sealing cap, black, 12.5 mm (pack of 20)

EJ643P Sealing cap, yellow, 13 mm (pack of 20)

EJ640P Sealing cap set, green, 5 mm/10 mm (pack of 5)

EJ641P Sealing cap set, black, 5 mm/10 mm/12.5 mm (pack of 5)
EJ642P Sealling cap set, yellow, 5 mm/10 mm/13 mm (pack of 5)

See Endoscopy online catalogue www.endoscopy-catalog.com

5 Disposal

/\WARNING

Risk of infection due to contaminated products!

P Adhere to national regulations when disposing of or recycling the product, its components and its
packaging.

/N WARNING

Risk of injury due to sharp-edged and/or pointed products!

» When disposing of or recycling the product, ensure that the packaging prevents injury by the prod-
uct,

Note

The user institution is obliged to process the product before its disposal, see Validated processing procedure.

TA011883 2023-08 Change No. AE0063131



AESCULAP®
AESCULAP" Daugkartiné troakaro sistema, 5,5-13 mm

Aprasas

Sandarinimo dangtelis

Trokaro korpusas

Voztuvas su silikoniniu krastu

Ziedas (su Luerio uzrakto insufliacijos jungtimi arba be jos)
Luerio uzrakto sandarinimo dangtelis
Tarpiklis su pripatimo Ciaupu
Spyruoklés gaubtelis

Ciaupas

Kodavimo Ziedas

10 Trokaro mova

11 Fiksavimo varZtas

12 Obtiuratorius

13 Trokaras

14 Sidlo fiksatorius

15 Kuginis antgalis

CEONOOARWN =

1 Apie $j dokumenta
Pastaba

Sioje

S

instrukcijoje neaprasyta bendroji chirurginés intervencijos rizika.

1.1 Taikymo sritis

Tai yra troakary naudojimo instrukcija.

Pastaba

Galiojantis gaminio CE Zenklas pateiktas ant gaminio etiketés arba pakuotés.

Pastaba

Naudojimo instrukcijo ir papildoma informacija apie ,B.Braun”/AESCULAP gaminius pateiktos
.B. Braun" elektroniniy naudojimo instrukcijy svetainéje eifu.bbraun.com.

1.2 |spéjamieji nurodymai
|spéjamaisiais nurodymais jspéjama apie pavojus, galin&ius kilti naudojant gaminj, pacientui, naudotojui ir (ar-
ba) gaminiui. |spéjamieji nurodymai zymimi taip:

N\ |SPEJIMAS

Reiskia galimg pavojy. Jo neidvengus, galimi lengvi arba vidutinio sunkumo suzalojimai.

/\ PERSPEJIMAS

Reiskia potencialiai gresiancia materialing Zala. Jos neisvengus, gaminys gali bati sugadintas.

2 Klinikinis taikymas
2.1 Galimi dydziai

Galimi toliau nurodyti EJ serijos daugkartinés troakaro sistemos variantai.:
W Darbiniai ilgiai:

- 60mm

- 110mm

- 150 mm
B Skersmuo:

- 5,5 mm (raudona)

- 10 mm (zalia)

- 13 mm (geltona)
1samig musy troakary sistemy apzvalga rasite internetiniame endoskopijos kataloge, pateiktame svetainéje
www.endoscopy-catalog.com.

2.2 Naudojimo sritys ir naudojimo apribojimai

2.2.1 Naudojimo paskirtis

Daugkartiné troakaro sistema naudojama atliekant laparoskopines bendrosios chirurgijos, ginekologijos ir uro-
logijos operacijas.

Ji padeda sukurti ir iSlaikyti priéjimg prie operacinio lauko instrumentams ir endoskopams per laparoskopines
operacijas. Galima jkisti 5 mm (5 mm troakaras), 5-10 mm (10 mm troakaras) ir 5-12 mm (13 mm troakaras)
skersmens endoskopinius instrumentus.

Jos paskirtis - suteikti ir iSlaikyti prieigg prie operacinio lauko, kad atliekant laparoskopines operacijas pagal
HASSON metoda baty galima naudoti instrumentus ir endoskopus. Galima jkisti iki 5-10 mm (10 mm troaka-
ras) skersmens endoskopinius instrumentus.

Galima naudoti tik kartu su tinkamu silikoniniu atver¢iamuoju voztuvu.

2.2.2 Indikacijos

Pastaba

Gamintojas neatsako uz gaminio naudojimq ne pagal minétas indikacijas ir (arba) aprasytq naudojimo paskirt].
Indikacijoms, Zr. Naudojimo paskirtis.

2.2.3 Kontraindikacijos
Nenaudokite, jei laparoskopiniai operacijos metodai kontraindikuojami.

2.3 Saugos nurodymai

2.3.1 Klinikinis naudotojas

Bendroji saugos informacija

Siekdami i3vengti Zalos dél netinkamo paruosimo ir naudojimo bei nepazeisti garantijos salygy:

Naudokite gaminj tik laikydamiesi iy naudojimo instrukcijy.

Vadovaukités saugos ir techninés prieZitros instrukcijomis.

gaminj ir priedus turi eksploatuoti ir naudoti tik asmenys, turintys reikiamg issilavinima, Ziniy ir patirties;
naujg ir nenaudotg gaminj laikykite sausoje, Svarioje ir apsaugotoje vietoje;

prie naudodami gaminj patikrinkite jo funkcionaluma ir tinkamg buikle;

Naudojimo instrukcijg laikykite naudotojui pasiekiamoje vietoje.

Pastaba

Apie visus reiksmingus su gaminiu susijusius incidentus naudotojas privalo pranesti gamintojui ir valstybés,
kurioje jis dirba, kompetentingai institucijai.

YYYYYY

Pastabos dél chirurginiy procediry

Naudotojas yra atsakingas uz tinkamg chirurginés procediiros atlikima.

Gaminio sékmingo naudojimo sglyga yra atitinkamas klinikinis i3silavinimas ir teoriniai bei praktiniai visy bii-
tiny chirurginiy metoduy, jskaitant Sio gaminio naudojima, jgudziai.

Esant neaiskiai su gaminio naudojimu susijusiai ikioperacinei situacijai, naudotojas dél informacijos privalo
kreiptis | gamintoja.

2.3.2 Konkreciam gaminiui skirta saugos informacija

» Gaminj naudokite, tik jei jj matote.

» Kartu naudokite tik EJ serijos ,Aesculap” troakaro komponentus.

» Kartu naudokite tik troakaro jvores ir troakaro obtiuratorius, kuriy spalvinis kodas (skersmuo) arba etiketé
ir darbinis ilgis yra tokie patys.

» Kuginj antgalj 15 naudokite tik su glotniu troakaro velenu EJ432R.

» Naudokite troakarus su silikoniniu atver¢iamuoju voztuvu.

» Sialy fiksatoriy 14 naudokite tik su glotniu troakaro velenu 10.

> Laikykités naudojimo instrukeijy, pateikty konkretaus instrumento naudojimo instrukcijoje.

2.3.3 Sterilumas

Nesterillis supakuoti gaminiai
Gaminys pristatomas nesterilus ir skirtas naudoti steriliomis salygomis.
» [3valykite gaminj, iS$éme jj i3 transportavimo pakuoteés ir pries atlikdami pradinj sterilizavima.

2.4 Naudojimas

I\ |SPEIMAS
Suzalojimo ir (arba) netink veikimo pavoj
> Kiekvieng kartg pries pradédami naudoti patikrinkite, ar néra laisvy, sulinkusiy, sultZusiy, jtrikusiy,

nusidévéjusiy ar atitrikusiy daliy.

P Kaskart pries naudojima patikrinkite veikima.

» Kad ney uméte sandarinimo el jvesdami instr bikite atsargis.

P Jei jmanoma, jveskite instrumentus uzdarytoje padétyje, tiesiai ir per sandarinimo elemento vidurj.
>

>

Prie$ jvesdami troakarg pacientui, paruoskite pilvo pneumoperitoneuma, pvz., su ,Veress" kaniule.
Prapjaukite oda, kad nereikéty naudoti per didelés jégos.
» Stebédami pilvo ertme, jterpkite troakarus.

/N PERSPEJIMAS

Netinkamas veikimas dél nesuderinamy instrumenty!

P Patikrinkite troakaro sistemos ir instrumenty tarpusavio suderinamumga. Norédami tai padaryti,
atsargiai jkiskite instrumenty j troakara ir patikrinkite praeinamuma.

Troakaro montavimas, zr. Montavimas.

Naudojant troakaro jvore ir tarpiklj su pripatimo Ciaupu 6: reikia uzdaryti ¢iaupg 8. Tai padarykite pasuk-
dami voztuva 90° j desing.

> |kiskite troakaro Serdj 12 | troakarg 13.

> |kiskite troakarg | pacienta, pakaitomis sukdami j kaire / j desine, tolygiai ir valdomai spausdami.

» Naudojant troakaro jvore 10 su sriegiu: reikia sukti pagal laikrodZio rodykle, kol bus nustatyta norima tro-
akaro padétis.

IStraukite obtiuratoriy 12. Troakaro jvoré 10 lieka paciente.

Naudojant sidilo fiksatoriy 14: troakaro veleng 10 reikia pritvirtinti pjuvio vietoje su pries tai jdétu fiksa-
vimo sitlu. Maziausiai du kartus apvyniokite sialus aplink sitlo fiksatoriaus 14 griovelius.

» Naudojant kuginj antgalj 15:

- kaginj antgalj reikia uzstumti ant glotnios troakaro jvorés ir priverzti fiksavimo varzta.

- Pritvirtinkite kuginj antgalj su tvirtinti paruostais sitlais pjavyje.

- Maziausiai du kartus apvyniokite fiksavimo sitlus apie sitlo fiksatoriy griovelius.

Prijungiant pripGtimo sistema prie pripatimo ciaupo 8: reikia prijungti, jjungti pripatimo funkcijg ir atida-
ryti ¢iaupg 8.

Atlikite intraabdominaling vizualine kontrole.

Panaudoje atvyniokite sitila nuo sidlo fiksatoriaus 14.

Panaudoje atvyniokite sitilg nuo kiiginio antgalio 15.

Panaudojus su sriegine troakaro jvore 10: jvore reikia sukti pries laikrodZio rodykle, kol sriegis visiskai at-
silaisvins.

Pastaba

Sukamuoju judesiu iSimkite kablio formos instrumentus.

>
>

Yy

A\
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3 Patvirtinta apdorojimo procediira

3.1 Bendrieji saugos nurodymai
Pastaba

Laikykités naci teisés akty, naci
apdorojimo klinikinés higienos taisykliy.

Pastaba

Pacientams, sergantiems Creutzfeldto-Jakobo liga (CJL), arba pacientams, kuriems jtariama CJL ar galimi CJL
variantai, skirty gaminiy apdorojimas turi atitikti galiojancius nacionalinius reglamentus.

Pastaba

Siekiant geresniy ir patikimesniy rezultaty, verta rinktis mechaninj apdorojimg, o ne rankinj valymg.

Pastaba

Batina atminti, kad sékmingq Sios medicinos priemonés apdorojimg galima uZtikrinti tik i$ anksto patvirtinus
apdorojimo procedirq. Uz tai atsakingas operatorius / sterilaus apdorojimo darbus atliekantis asmuo.

Pastaba

Visais atvejais sterilizavimas yra tinkamesnis nei dezinfekcija. Tik tada, kai nejmanoma galutinai sterilizuoti, turi
bati atliekama dezinfekcija antivirusine priemone.

Pastaba

ir tarptautiniy standarty bei direktyvy ir vietiniy sterilaus

Naujausiq informacijq apie apdorojimq ir medziagy suderinamumgq Zr. B. Braun elFU svetainéje adresu
eifu.bbraun.com
Patvirtinta sterilizavimo garais procediira buvo atlikta AESCULAP steriliy talpykly sistemoje.

3.2 Bendroji informacija

Dél pridziavusiy ar prilipusiy chirurginiy liekany gali bati sunkiau valyti, valymas gali bati neefektyvus ir lemti

korozija. Todél laiko tarpas tarp naudojimo ir apdorojimo negali virSyti 6 val.; taip pat negalima naudoti nei

> 45 °C pirminio valymo temperatiros, nei dezinfekavimo priemoniy (veikliosios medziagos: aldehidai arba al-

koholis) fiksavimo.

Neutralizatoriy arba baziniy valikliy perdozavimas gali sukelti cheminj poveik] ir (arba) blukima, todél lazeri-

niai uzrasai ant neradijanciojo plieno daliy gali tapti vizualiai arba masininiu budu nejskaitomi.

Likugiai, kuriy sudétyje yra chloro arba chloridy, pvz., chirurginiai, vaisty, fiziologiniy tirpaly, valymo, dezinfe-

kavimo ir sterilizavimo vandens likugiai, sukels korozinj pazeidimg (jdubima, jtempiy korozija) ir sugadins ne-

radijanciojo plieno gaminius. Siuos likugius 3alinkite skalaudami pakankamu visiskai demineralizuoto vandens

kiekiu, véliau isdZiovinkite.

Jei reikia, dZiovinkite papildomai.

Darbui galima naudoti tik chemines medziagas, kurios buvo iSbandytos ir patvirtintos (pvz., VAH arba FDA ar

pazymétos CE zenklu) ir kurias cheminiy medZiagy gamintojas rekomendavo kaip suderinamas. Turi bati griez-

tai laikomasi visy cheminiy medziagy gamintojo pateikty naudojimo nurodymy. Priesingu atveju gali pasitai-

kyti Siy problemy:

W Optiniy medziagos poky&iy (pvz., blukimas ar titano arba aliuminio spalvos pasikeitimas). Matomy aliumi-
nio pavirsiaus pakitimy gali atsirasti, jei naudojimo arba darbinio tirpalo pH > 8.

B Materialinés Zalos, pvz., korozija, jtrukiai, luziai, nusidévejimas anksciau laiko ar issipatimas.

» Nenaudokite metaliniy valomujy Sepeciy ar kitus pavirius pazeidzianciy abrazyviniy priemoniy, nes to ne-

paisant kyla korozijos rizika.

Daugiau i$samiy patarimy dél higieniskai saugaus ir medziagas / verte idsauganéio pakartotinio paruosimo

galima rasti www.a-k-i.org, nuoroda j ,AKI-Brochures", ,Red brochure".

A\



3.3 Naudojimo trukmé

Néra zinomy apdorojimo pagal patvirtintg procedarg daromy jtaky, galinéiy sugadinti gaminj.
Nefunkcionuojantj gaminj lengviausia atpazinti kaskart prieS naudojima jj kruop3Ciai apziurint ir atliekant
funkcionalumo patikra, zr. Patikrinimas.

3.4  ParuoSimas naudojimo vietoje

P Jei reikia, nuplaukite nematomus pavirsius, pageidautina visiskai demineralizuotu vandeniu, pvz., naudo-
dami vienkartinj Svirksta.

» Kiek galima kruops¢iau pasalinkite matomus chirurginius likucius drégnu, ptiky nepaliekanciu audiniu.
» Sausa gaminj uzdarytoje atlieky talpykléje per 6 valandas nugabenkite valyti ir dezinfekuoti.

3.5  Pasiruosimas pries valyma

P Pries valant gaminj reikia iSardyti, Zr. ISmontavimas.

» Nuimkite sandarinimo dangtelj nuo jungties su ,Luer" tipo uzraktu.
» Jei yra tarpiklis su pripatimo Ciaupu 6, atidarykite ¢iaupg 8.

3.6  ISmontavimas

Nuimkite sandarinimo dangtelj 1 nuo troakaro korpuso 2.

Atsukite troakaro korpusg 2 nuo troakaro veleno 10.

Nuimkite silikoninj atveréiamajj voztuva 3 nuo troakaro korpuso 2.
Jei reikia, iSimkite tarpinj Zieda 4 | 6 i$ troakaro jvorés 10.

Jei reikia, nuimkite Luerio uzrakto jungties 5 sandarinimo dangtelj.
Jei reikia, iSimkite kody Ziedg 9 i$ troakaro jvorés 10.

Jei reikia, i$stumkite sialy fiksatoriy 14 i3 troakaro jvorés 10 ir iki galo atsukite fiksavimo varzta 11.

Jei reikia, atlaisvinkite kiiginio antgalio 15 fiksavimo varztg ir nuimkite kiginj antgalj nuo troakaro

YYYYYYYY

jvorés 10.

Tarpiklis su pripatimo Ciaupu

> Atsukite spyruoklés gaubtelj 7 nuo tarpiklio su pripatimo Ciaupu 6.

> ISimkite ¢iaupg 8.

3.7 Valymas [ dezinfekavimas

3.7.1  Konkretaus gaminio apdorojimo metodo saugos instrukcijos

Netinkamos valymo [ dezinfekavimo priemonés ir (arba) aukstos temperataros keliamas gaminio sugadinimo

ar sunaikinimo pavojus!

» Vadovaudamiesi gamintojo instrukcijomis, naudokite valymo ir dezinfekavimo priemones,
- tinkan&ias plastikui (termoplastui, silikonui) ir auk3tos kokybés plienui valyti,
- kurios neardo plastifikatoriy (pvz, silikono).
» Vadovaukités pateikiama informacija apie koncentracija, temperatirg ir poveikio trukme.
» Nevirdykite 95 °C dezinfekavimo temperatiiros.

3.7.2 Patvirtintos valymo ir dezinfekavimo procediiros

Rankinis valymas dezinfe-
kuojant panardinus

» Naudokite tinkamg valymo Sepetélj;
pvz. TAOO7747

» Naudokite vienkartinj 20 ml Svirksta.

» Gaminius su judanciomis alkiinémis valy-
kite atidarytoje padétyje arba judindami
alkiine.

» DZiovinimo fazé: Naudokite ptiky nepalie-
kantj audinj arba medicininj suslégtajj
ora.

Zr. Rankinis valymas |

dezinfekavimas ir poskirs-

nyje:

B Zr. Rankinis valymas
dezinfekuojant panar-
dinus

Rankinis valymas ultra-
garsu ir dezinfekavimas
panardinant

m EJ430R

A\

Naudokite tinkama valymo Sepetélj:,

pvz. TAOO7747

» Naudokite vienkartinj 20 ml Svirksta.

» Gaminius su judanciomis alkiinémis valy-
kite atidarytoje padétyje arba judindami
alkane.

» DZiovinimo fazé: Naudokite ptky nepalie-

kantj audinj arba medicininj suslégtajj

ora.

Zzr. Rankinis valymas |
dezinfekavimas ir poskirs-
nyje:

W Zr. Rankinis valymas
ultragarsu ir dezinfeka-
vimas panardinant

Rankinis pirminis valymas
Sepeteéliu ir vélesnis auto-
matizuotas Sarminis valy-
mas ir terminis
dezinfekavimas

A\

Naudokite tinkamg valymo Sepetélj:,

pvz. TAOO7747

» Naudokite vienkartinj 20 ml Svirksta.

» Padékite gaminj ant déklo, tinkamo valy-
mo procedrai (stenkités, kad nebity plo-
vimui nepasiekiamy viety).

» Komponentus su liumenais ir kanalais
junkite tiesiai prie injektoriaus vezimélio
skalavimo angos.

» Padékite gaminj ant déklo, visos gaminio
jungtys ir lankstai turi bati atviri.

» Naudokite purskimo lancetus arba irigavi-

mo movas aparato su inzektoriais spin-

dziams ir kanalams iSplauti.

2r. Mechaninis valymas /
dezinfekavimas su pirmi-
niu rankiniu valymu ir
posk\rsnyje
2zr. Rankinis pirminis
valymas Sepetéliu
W Zr. Mechaninis Sarmi-
nis valymas ir terminis
dezinfekavimas

Rankinis pirminis valymas
ultragarsu ir Sepetéliu bei
vélesnis automatizuotas
Sarminis valymas ir termi-
nis dezinfekavimas

W EJ430R

A\

Naudokite tinkamg valymo Sepetélj:,

pvz. TAOO7747

» Naudokite vienkartinj 20 ml Svirksta.

> Padékite gaminj ant déklo, tinkamo valy-
mo procedarai (stenkités, kad nebaty plo-
vimui nepasiekiamy viety).

» Komponentus su liumenais ir kanalais
junkite tiesiai prie injektoriaus veZimélio
skalavimo angos.

» Padékite gaminj ant déklo, visos gaminio
jungtys ir lankstai turi bati atviri.

» Naudokite purskimo lancetus arba irigavi-

mo movas aparato su inzektoriais spin-

dziams ir kanalams iSplauti.

2r. Mechaninis valymas |

dezinfekavimas su pirmi-

niu rankiniu valymu ir
poskirsnyje:

B Zr. Rankinis pirminis
valymas ultragarsu ir
Sepetéliu

H 7r. Mechaninis Sarmi-
nis valymas ir terminis
dezinfekavimas

3.8 Rankinis valymas / dezinfekavimas

P Prie$ dezinfekuodami rankiniu badu palaukite, kol gerai nudZius ant gaminio esantis skalavimo vanduo, kad

dezinfekavimo tirpalas nebuty atskiestas.
» Po valymo / dezinfekavimo rankiniu badu, apziarékite pavirsius, ar nesimato jokiy liku&iy.
> Jei reikia, pakartokite valymo arba dezinfekavimo procediira.

3.8.1 Rankinis valymas dezinfekuojant panardinus

Dezinfekuojamasis Koncentratas be aldehidy, be

valymas (salta] fenolio ir koncentratas be
KVAS, pH = 9*
) Tarpinis skalavimas ~ PT 1 - GV -
(3alta)
m Dezinfekavimas PT 5 2 GV Koncentratas be aldehidy, be
(3alta) fenolio ir koncentratas be
KVAS, pH = 9*
v Galutinis skalavi- PT 1 - DMV -
mas (3alta)
v DZiovinimas PT - - - -

GV: Geriamasis vanduo

DMV: visidkai i3gélintas vanduo (demineralizuotas, mazas mikrobiologinis uztersimas: bent geriamojo van-

dens kokybé)

PT: patalpos temperatira

* Rekomenduojama: B. Braun Stabimed fresh

» Atkreipkite démesj j informacija apie tinkamus valymo Sepetélius ir vienkartinius Svirkstus, Zr. Patvirtintos
valymo ir dezinfekavimo procedaros.

| fazé

» Visg gamin] bent 15 minuciy panardinkite j valomajj ar dezinfekavimo tirpala. [sitikinkite, kad visi pasie-
kiami pavirsiai yra sudrékinti.

» Tinkamu valomuoju Sepetéliu valykite tirpale, kol ant pavirsiaus neliks jokiy liku¢iy.

» Jei reikia, nematomus pavirsius bent 1 minute valykite tinkamu valymo Sepetéliu.

» Valydami judinkite nefiksuotas dalis, pvz., requliavimo varztus, alkanes ir pan.

» Tada kruopsciai (ne maziau kaip penkis kartus) praplaukite Sias vietas valomuoju dezinfekavimo tirpalu,
naudodami vienkartinj 3virksta.

Il fazé

» Kruopsgiai nuskalaukite gaminj (visus pasiekiamus pavirsius) po tekan¢iu vandeniu.
» Skalaudami judinkite nefiksuotas dalis, pvz., reguliavimo varztus, jungtis ir pan.

P Visas likes vanduo turi isbégti.

Il faze

» Visg gaminj panardinkite | dezinfekavimo tirpala.

» Skalaudami judinkite nefiksuotas dalis, pvz., reguliavimo varztus, jungtis ir pan.

» Nuo poveikio laiko pradzios praskalaukite spindZius ne maziau kaip 5 kartus, naudodami tinkama vienkar-
tinj 3virksta. [sitikinkite, kad visi pasiekiami paviriai yra sudrékinti.

IV fazé

» Kruopsgiai nuskalaukite gaminj (visus pasiekiamus pavirsius).

» Baigiamojo skalavimo metu judinkite nefiksuotas dalis, pvz., reguliavimo varztus, jungtis ir pan.

» Praskalaukite spindzius ne maziau kaip penkis kartus, naudodami tinkamg vienkartinj virksta.

P Visas likes vanduo turi iSbégti.

V fazé

» Gaminj dZiovinkite tinkamomis priemonémis (pvz., 3luoste, suslégtuoju oru), zr. Patvirtintos valymo ir de-
zinfekavimo procedaros.

3.8.2 Rankinis valymas ultragarsu ir dezinfekavimas panardinant

Valymas ultragarsu Koncentratas be aldehidy, be

[salta) fenolio ir koncentratas be
KVAS, pH =~ 9*
1 Tarpinis skalavimas ~ PT 1 - GV -
(3alta)
m Dezinfekavimas PT 5 2 GV Koncentratas be aldehidy, be

(3alta) fenolio ir koncentratas be
KVAS, pH = 9*

\" Galutinis skalavi- PT 1 - DMV -
mas (3alta)
v DZiovinimas PT - - - -

GV: Geriamasis vanduo

DMV:  visiskai i3gélintas vanduo (demineralizuotas, mazas mikrobiologinis uztersimas: bent geriamojo van-

dens kokybé)

PT: patalpos temperatara

* Rekomenduojama: B. Braun Stabimed fresh

» Atkreipkite démesj j informacija apie tinkamus valymo Sepetélius ir vienkartinius Svirkstus, Zr. Patvirtintos
valymo ir dezinfekavimo procedaros.

| fazé

Valykite gaminj ultragarso voneléje ne trumpiau kaip 15 minuciy (daznis 35 kHz). |sitikinkite, kad visi pa-

siekiami pavirsiai yra panardinti ir iSvengiama akustiniy Seséliy.

Tinkamu valomuoju Sepetéliu valykite tirpale, kol ant pavirsiaus neliks jokiy likuciy.

Jei reikia, nematomus pavirSius bent 1 minute valykite tinkamu valymo Sepetéliu.

Valydami judinkite nefiksuotas dalis, pvz., reguliavimo varztus, alkines ir pan.

Tada kruopsciai (ne maziau kaip penkis kartus) praplaukite Sias vietas valomuoju dezinfekavimo tirpalu,

naudodami vienkartinj Svirksta.

Yyvvy v

Il fazé

» Kruopsgiai nuskalaukite gaminj (visus pasiekiamus pavirsius) po tekan¢iu vandeniu.
» Skalaudami judinkite nefiksuotas dalis, pvz., reguliavimo varztus, jungtis ir pan.

» Visas likes vanduo turi isbégti.

Il fazé

» Visg gaminj panardinkite | dezinfekavimo tirpala.

» Skalaudami judinkite nefiksuotas dalis, pvz., reguliavimo varztus, jungtis ir pan.

» Nuo poveikio laiko pradzios spindzius praskalaukite ne maziau kaip penkis kartus, naudodami tinkama
vienkartinj Svirkta. [sitikinkite, kad visi pasiekiami pavirsiai yra sudrékinti.

IV fazé

» Kruopsgiai nuskalaukite gaminj (visus pasiekiamus pavirsius) po tekan¢iu vandeniu.

» Baigiamojo skalavimo metu judinkite nefiksuotas dalis, pvz., reguliavimo varztus, jungtis ir pan.
P Praskalaukite spindzius ne maziau kaip penkis kartus, naudodami tinkama vienkartinj 3virksta.
P Visas likes vanduo turi iSbégti.

V fazé
» Gaminj dZiovinkite tinkamomis priemonémis (pvz., 3luoste, suslégtuoju oru), Zr. Patvirtintos valymo ir de-
zinfekavimo procedaros.



3.9  Mechaninis valymas / dezinfekavimas su pirminiu rankiniu valymu
Pastaba

Valymo ir dezinfekavimo prietaisy efektyvumas turi bati isbandytas ir patvirtintas (pvz., reikalinga atitiktis EN
1SO 15883).
Pnsmba

3.9.1 Rankinis pirminis valymas Sepetéliu

Dezinfekuojamasis Koncentratas be aldehidy, be

valymas [salta) fenolio ir koncentratas be
KVAS, pH = 9*
I Skalavimas PT 1 - GV -
(3alta)

GV: geriamasis vanduo

PT: patalpos temperatiira

* Rekomenduojama: B. Braun Stabimed fresh

> Atkreipkite démesj j informacijg apie tinkamus valymo Sepetélius ir vienkartinius Svirkstus, zr. Patvirtintos
valymo ir dezinfekavimo procediros.

| fazé

» Visg gaminj bent 15 minu¢iy panardinkite | valomajj ar dezinfekavimo tirpala. |sitikinkite, kad visi pasie-
kiami pavirsiai yra sudrékinti.

» Tinkamu valomuoju Sepetéliu valykite tirpale, kol ant pavirsiaus neliks jokiy liku¢iy.

P Jei reikia, nematomus pavirsius bent 1 minute valykite tinkamu valymo Sepetéliu.

» Valydami judinkite nefiksuotas dalis, pvz., reguliavimo varztus, alkiines ir pan.

» Tada kruop3ciai (ne maziau kaip penkis kartus) praplaukite Sias vietas valomuoju dezinfekavimo tirpalu,
naudodami vienkartinj 3virksta.

Il faze
» Kruopsgiai nuskalaukite gaminj (visus pasiekiamus pavirsius) po tekanciu vandeniu.
» Skalaudami judinkite nefiksuotas dalis, pvz., reguliavimo varztus, jungtis ir pan.

3.9.2 Rankinis pirminis valymas ultragarsu ir Sepetéliu

Valymas ultragarsu Koncentratas be aldehidy, be

salta) fenolio ir koncentratas be
KVAS, pH = 9*
Il Skalavimas PT 1 - GV -
(3alta)
GV: geriamasis vanduo
PT: patalpos temperatiira

* Rekomenduojama: B. Braun Stabimed fresh

» Atkreipkite démesj j informacij apie tinkamus valymo Sepetélius ir vienkartinius virkstus, Zr. Patvirtintos
valymo ir dezinfekavimo procedaros.

| fazé

» Valykite gaminj ultragarso voneléje ne trumpiau kaip 15 minuciy (daznis 35 kHz). |sitikinkite, kad visi pa-

siekiami paviriai yra panardinti ir iSvengiama akustiniy Seséliy.

Tinkamu valomuoju Sepetéliu valykite tirpale, kol ant pavirsiaus neliks jokiy likuciy.

Jei reikia, nematomus pavirsius bent 1 minute valykite tinkamu valymo Sepetéliu.

Valydami judinkite nefiksuotas dalis, pvz., reguliavimo varztus, alkiines ir pan.

Tada kruop3tiai (ne maziau kaip penkis kartus) praplaukite 3ias vietas valomuoju dezinfekavimo tirpalu,

naudodami vienkartinj Svirksta.

>
>
>
>

Il fazé
» Kruopsciai nuskalaukite gaminj (visus pasiekiamus pavirsius) po tekanciu vandeniu.
» Skalaudami judinkite nefiksuotas dalis, pvz., reguliavimo varztus, jungtis ir pan.

3.9.3 Mechaninis Sarminis valymas ir terminis dezinfekavimas
Prietaiso tipas: Vienos kameros valymo / dezinfekavimo prietaisas be ultragarso

I3ankstinis skalavi- <2577 3
mas
I Valymas 55/131 10 DMV m Sarminis koncentratas:
- pH=13
- < 509% anijoniniy pavirsiaus
aktyviyjy medziagy
® 0,5 % darbinis tirpalas
- pH=11"
mn Tarpinis skalavimas >10/50 1 DMV -
1\ Terminis dezinfekavi- 90/194 5 DMV -
mas
\ DZiovinimas - - - Pagal valymo ir dezinfekavimo prie-
taiso programg
GV: Geriamasis vanduo

DMV:  visiskai i3gélintas vanduo (demineralizuotas, mazas mikrobiologinis uztersimas: bent geriamojo van-
dens kokybe)

* Rekomenduojama: B. Braun Helimatic Cleaner alcaline

» Po automatizuoto valymo arba dezinfekavimo apzidirékite pavirsius, ar nematyti jokiy likuciy.

3.10 Patikrinimas
> Leiskite gaminiui atvésti iki patalpos temperatiros.
P 3dZiovinkite Slapia arba drégng gaminj.

3.10.1 Vizualioji apZitra

» Pasiripinkite, kad buty pasalinti visi nedvarumai. Ypa¢ daug démesio skirkite, pvz., kontaktiniams pavir-
siams, lankstams, velenams, jgilintoms sritims, grezimo grioveliams ir dildziy dantuky puséms.

» Jei gaminiai uztersti: Pakartokite valymo ir dezinfekavimo procediira.

» Apziurékite, ar gaminys neapgadintas, pavyzdziui, ar nepaZeista izoliacija, néra korozijos pozymiy, taip pat

palaidy, sulenkty, jluzusiy, nusidévéjusiy, labai subraizyty ir apluzusiy daliy.

Patikrinkite, ar ant gaminio netrliksta uzrasy, ar jie neisbluke.

Patikrinkite, ar néra pavirsiaus pakitimy - Siurkstumo.

Patikrinkite, ar gaminys neserpetoja ir nepazeis audiniy arba chirurginiy pirstiniy.

Patikrinkite, ar néra atsilaisvinusiy ar trakstamy gaminio daliy.

*Nedelsdami atidékite j Salj sugadintus ar neveikiancius gaminius ir siyskite juos j ,Aesculap” technikos tar-

nyba, zr. Techninis aptarnavimas.

3.10.2 Montavimas

/N PERSPEJIMAS

Nesandarumas dél paZeisty arba y sandarinimo y (sandarinimo dangtelio, silikoninio
atver&iamojo voztuvo, Luerio uZrakto jungties sandarinimo dangtelio, kody Ziedo)!

Pakeiskite paZeistus / apgadintus sandarinimo elementus.

Jei reikia, uzdekite kodo Ziedg 9 ant troakaro veleno 10.

Jei reikia, uzdékite tarpinj ziedg 4 / 6 ant troakaro veleno 10.

Jei reikia, uzdeékite Luerio uzrakto jungties 5 sandarinimo dangtelj.

|statykite silikoninj atveréiamajj voztuva 3 | trokaro korpusg 2. [sitikinkite, kad silikoninis atveréiamasis
voztuvas 3 spaudziamas Zemyn | jo padétj Zemiau sriegio.

Prisukite troakaro korpusg 2 ant troakaro veleno 10.

UZzdékite sandarinimo dangtelj 1 ant troakaro korpuso 2.

Stumkite sitlo fiksatoriy 14 ant troakaro veleno 10 ir jsukite fiksavimo varztg 11.

YYvyy
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Tarpiklis su pripatimo ¢iaupu
> |statykite ¢iaupg 8 j tarpiklj su pripGtimo ¢iaupu 6.
» UZzsukite spyruoklés gaubtelj 7.

3.10.3 Veikimo patikra

P Surinkite iSardytus gaminius, zr. Montavimas.

Patikrinkite gaminio veikima.

Visu pajégumu patikrinkite visas judamasias dalis (pvz., lankstus, spynas / sklendes, slankigsias dalis ir kt.).
Patikrinkite suderinamuma su susijusiais gaminiais.

Nedelsdami atidékite  3alj neveikian¢ius gaminius ir siyskite juos j ,Aesculap” technikos tarnyba,
Zr. Techninis aptarnavimas.

3.11  Pakuoté

» Padékite gaminj j laikiklj arba tinkama dékla. |sitikinkite, kad astrios briaunos yra uZzdengtos.
» Tinkamai sudékite padéklus sterilizavimo procesui (pvz., AESCULAP steriliose talpyklose).

P [sitikinkite, kad sandéliuojant pakuoté uztikrina pakankamg apsauga nuo gaminio uztersimo.

YYVYYY

3.12 Sterilizavimas garais

/\PERSPEJIMAS
Silikoninio atver¢iamojo voztuvo pazeidimas arba nesandarumas dél netinkamo tvarkymo sterilizavimo
metu!
» Trokaro jtvarus sterilizuokite atskirai (nejdétus j trokaro mova ar voztuvo bloka).
> Pries sterilizuodami nuimkite sandarinimo dangtelj 1, Zr. ISmontavimas
» Uztikrinkite, kad sterilizavimo priemoné galéty pasiekti visus iSorinius ir vidinius pavirsius (pvz., atidaryda-
mi voztuvus ir iaupus).
» Patvirtinta sterilizavimo procedtra
- Sterilizavimas garais frakcionuoto vakuumo badu
- Gary sterilizatorius pagal DIN EN 285, patvirtintas pagal DIN EN I1SO 17665
- Sterilizavimas frakcionuoto vakuumo badu 134 °C temperataroje, laikymo trukmé - 5 min.
» Keliy gaminiy sterilizavimas viename gary sterilizatoriuje: Uztikrinkite, kad nebaty virsyta maksimali leis-
tina gamintojo nurodyta gary sterilizatoriaus apkrova.

3.13 Sandéliavimas

» Sterilius gaminius laikykite mikroorganizmy nepraleidziancioje pakuotéje, apsaugotoje nuo dulkiy, sausoje,
tamsioje ir pastovios temperatiros patalpoje.

4 Profilaktiné prieZiuira ir aptarnavimas

4.1 Techninis aptarnavimas

/\ PERSPEJIMAS

Modifikavus techning medicinos jranga galima netekti garantijos / teisés j garantinj remontg ir gali biti
atSaukti kai kurie leidimai.

» Nemodifikuokite gaminio.

» Dél techninés prieZidros ir remonto kreipkités j savo nacionaling B. Braun/,AESCULAP" agentiira.

Techninés prieZidros tarnyby adresai

Aesculap Technischer Service

Am Aesculap-Platz

78532 Tuttlingen / Vokietija

Telefonas +49 7461 95 1601

Faks.: +49 7461 16-2887

El. pastas:ats@aesculap.de

Daugiau techninés priezitros tarnyby adresy galima rasti pirmiau nurodytu adresu.



4.2 Priedai / atsarginés dalys

EJ570P Silikoninis atvarto sandariklis, 5,5 / 7,0 mm (20 vnt. pakuoté)

EJ571P Silikoninis atvarto sandariklis, 10 / 12,5 mm (20 vnt. pakuoté)

EJ572P Silikoninis atvarto sandariklis, 13 mm (20 vnt. pakuoté)

EJ700251 Tarpinis Ziedas, skirtas Luerio uzrakto pripGtimo jungdiai, 5,5/ 7,0 mm
EJ750251 Tarpinis Ziedas, skirtas Luerio uzrakto pripGtimo jungéiai, 10/ 12,5 mm
EJ651R Tarpinis Ziedas su pripttimo ¢iaupu, 5,5 mm

EJ650R Tarpinis Ziedas su pripGtimo ¢iaupu, 10/ 12,5 mm

EJ700250 Tarpinis Ziedas be pripatimo jungties 5,5 / 7,0 mm

EJ750250 Tarpinis Ziedas be pripatimo jungties 10 / 12,5 mm

SK271C Metalinis ¢iaupas su Luerio uzrakto priedu

EJ751251 Luerio uZrakto jungties sandarinimo dangtelis (20 vnt. pakuoté)
EJ702250 Kodavimo Ziedas, raudonas, 5,5 mm (20 vnt. pakuoté)

EJ752250 Kodavimo Ziedas, Zalias, 10 mm (20 vnt. pakuoté)

EJ772250 Kodavimo Ziedas, juodas, 12,5 mm (20 vnt. pakuoté)

EJ644P Kodavimo Ziedas, geltonas, 13 mm (20 vnt. pakuoté)

EJ446255 Sandarinimo dangtelis, raudonas, 5,5 mm (20 vnt. pakuoté)

EJ449255 Sandarinimo dangtelis, 7alias, 10 mm (20 vnt. pakuoté)

EJ450255 Sandarinimo dangtelis, juodas, 12,5 mm (20 vnt. pakuoté)

EJ643P Sandarinimo dangtelis, geltonas, 13 mm (20 vnt. pakuoté)

EJ640P Sandarinimo dangteliy rinkinys, zali, 5 mm / 10 mm (5 vnt. pakuoté)
EJ641P Sandarinimo dangteliy rinkinys, juodi, 5 mm / 10 mm / 12,5 mm (5 vnt. pakuoté)
EJ642P Sandarinimo dangteliy rinkinys, geltoni, 5 mm / 10 mm / 13 mm (5 vnt. pakuoté)

Zr. internetinj endoskopijos kataloga, pateikta svetainéje www.endoscopy-catalog.com.

5 Utilizavimas

A\ |SPEJIMAS
Uitersti gaminiai kelia infekcijos pavojy!
» Utilizuojant arba perdirbant gaminj, jo dalis arba pakuote, biitina laikytis nacionaliniy potvarkiy.

A\ SPEJIMAS

Smailtis gaminiai ir gaminiai su astriomis bri is kelia pavojy susizeisti!

» Utilizuojant arba perdirbant gaminj biitina jsitikinti, kad pakuoté saugo nuo galimo susizalojimo
gaminiu.

Pastaba

Naudotojo jstaiga privalo apdoroti gaminj pries jj perleisdama, Zr. Patvirtinta apdorojimo procedara.

TA011883 2023-08 Change No. AE0063131



