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Aesculap”
Spine instruments

1. About this document

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

1.1 Scope

These instructions for use apply to instruments having lumens or gouges, instruments that can be easily disassem-
bled and instruments that cannot be taken apart, made entirely of robust materials (e.g. stainless steel, PEEK, sili-
cone).

Note

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

» For article specific instructions for use and material compatibility and lifetime information, see B. Braun elFU 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 prod-
uct. Safety messages are labeled as follows:

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

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

2. Clinical use
2.1 Areas of use and limitations of use

2.1.1 Intended use
The spinal instrument set is used for applications as part of procedures such as implantation of implants for the sta-
bilization of the spine or for the fusion ofvertebral bodies.

2.1.2 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.

2.1.3 Contraindications
No known contraindications.

2.2 Safety information

2.2.1 Clinical user

General safety information

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

liability:

» 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 training,
knowledge and experience.

» 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 responsi-
ble 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 tech-
niques, 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 regard-
ing the use of the product.

2.2.2 Sterility
The product is delivered in an unsterile condition.
» Clean the new product after removing its transport packaging and prior to its initial sterilization.

2.3  Application

/A WARNING

Risk of injury and/or malfunction!

» Prior to each use, inspect the product for loose, bent, broken, cracked, worn, or fractured components.
» Always carry out a function test prior to each use of the product.

3.  Validated reprocessing procedure

3.1  General safety information

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 (CJD), suspected CJD or possible variants of CJD, observe the relevant
national regulations concerning the reprocessing of products.

Note

Mechanical reprocessing 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 oper-
ator/sterile processing technician is responsible for this.

Note

If there is no final sterilization, then a virucidal disinfectant must be used.

Note

For up-to-date information about reprocessing and material compatibility, see B. Braun elFU 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. Therefore the

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

atures >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.g. 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. Fail-

ure 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 applica-
tion/process solution only needs to be of pH >8 to cause visible surface changes.

W 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".

3.3  Reusable products

B No maximum number of applications and processing cycles has been specified for the product.

W The service life of the product is limited by damage, normal wear, the type and duration of usage, as well as the
handling, storage and transportation of the product.

W Careful visual and functional testing prior to the next use is the best way to identify a malfunctioning product.

3.4 Preparations at the place of use

» [f applicable, rinse non-visible surfaces preferably with deionized water, with a disposable syringe for example.
» 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 product before cleaning.

3.6  Cleaning/Disinfection

3.6.1 Product-specific safety information on the reprocessing method

Damage to or destruction of the product due to inappropriate cleaning/disinfecting agents and/or excessive temper-
atures!

» Use cleaning agents and disinfectants in accordance with the manufacturer's instructions.

» Observe specifications regarding concentration, temperature and exposure time.

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

» Do not use oxidizing chemicals (e.9.H,0,) on PVD coated products, as the former can cause bleaching or loss of
layers.

» For wet disposal, use suitable cleaning agents/disinfectants. To prevent foam from forming and reduced effec-
tiveness of the process chemicals: Prior to mechanical cleaning and disinfection, rinse the product thoroughly
under running water

» Put jaw protecting cap on the product.

3.6.2 Validated cleaning and disinfection procedure

Reference

Validated procedure Specific requirements

Manual cleaning using ultrasound  m Suitable cleaning brush
and immersion disinfection

Chapter Manual cleaning/disinfec-
. X tion and subsection:

M 20 ml disposable syringe i i

m Chapter Manual cleaning with

W Drying phase: Use a lint-free

cloth or medical compressed air

ultrasound and immersion dis-
infection

Manual pre-cleaning with ultra- B Suitable cleaning brush Chapter Mechanical cleaning/dis-
sound and a brush followed by . . infection with manual pre-clean-
mechanical alkaline cleaning and W 20 ml disposable syringe ing and subsection:
thermal disinfection B Placetheproductonatraythat Chapter Manual pre-cleaning
is suitable for cleaning (avoid with ultrasound and brush
rinsing blind spots). ) X
. W Chapter Mechanical alkaline
= Connect components with cleaning and thermal disinfect-
lumens and channels directly to ing
the rinsing port of the injector
carriage.
B Keep working ends open for
cleaning purposes.
B Open the links and joints before

placing the product on the
screen basket.

3.7 Manual cleaning/disinfection
» Prior to manual disinfecting, allow water to drip off for a sufficient length of time to prevent dilution of the dis-

infecting solution.

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



3.7.1 Manual cleaning with ultrasound and immersion disinfection

Ultrasonic cleaning Aldehyde-free, phenol-free,

[cold) and QUAT-free concentrate,
pH ~ 9*
Il Intermediate rinse RT 1 - D-W -
(cold)
n Disinfection RT 5 2 D-W Aldehyde-free, phenol-free,
(cold) and QUAT-free concentrate,
pH ~ 9*
\" 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: BBraun Stabimed fresh

» Note the information on appropriate cleaning brushes and disposable syringes, see Validated cleaning and dis-
infection 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.

» Drain any remaining water fully.

Phase llI

» 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 syringe.
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.

3.8  Mechanical cleaning/disinfection with manual pre-cleaning

Note

The cleaning and disinfection device must be of tested and approved effectiveness (e.g. FDA approval or CE mark
according to DIN EN SO 15883).

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

3.8.1 Manual pre-cleaning with ultrasound and brush

Ultrasonic cleaning Aldehyde-free, phenol-free,

[cold) and QUAT-free concentrate,
pH ~9*
Il Rinsing RT 1 - D-W -
(cold)
D-W: Drinking water
RT: Room temperature

*Recommended: BBraun Stabimed fresh

» Note the information on appropriate cleaning brushes and disposable syringes, see Validated cleaning and dis-
infection 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.

3.8.2 Mechanical alkaline cleaning and thermal disinfecting
Machine type: single-chamber cleaning/disinfection device without ultrasound

Prerinse <25[77 3 D-W -
I Cleaning 55/131 10 FD-W m Concentrate, alkaline:
- pH~13
- <5 9% anionic surfactant
m working solution 0.5%
- pH=11"
mn Intermediate rinse >10/50 1 FD-W -
v Thermal disinfecting 90/194 5 FD-W -
\ Drying - - - In accordance with the program for the
cleaning and disinfecting machine
D-W: Drinking water
FD-W: Fully desalinated water (demineralized, low microbiological contamination: drinking water quality
at least)

*Recommended: BBraun Helimatic Cleaner alkaline

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

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

3.9.1 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.

» If 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 products having long, narrow geometries (in particular rotating instruments) for deformations.

Check the cutting edges for continuity, sharpness, nicks and other damage.

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 Tech-

nical service.

v

YVYVYVYYYY

3.9.2 Functional test

/\ CAUTION

Damage (metal cold welding/friction corrosion) to the product caused by insufficient lubrication!

» Prior to function checks, lubricate moving parts (e.g. joints, pusher components and threaded rods) with
maintenance oil suitable for the respective sterilization process (e.g. for steam sterilization: STERILIT® | oil
spray JG60O or STERILIT® | drip lubricator JG598).

v

Check that the product functions correctly.

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

» Check rotating products (e.g. reusable drills and cutters) for bending and deformation. To do this, roll product,
for example, on a flat surface.

» Check for compatibility with associated products.

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

v

3.10 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).

» Ensure that the packaging provides sufficient protection against contamination of the product during storage.

3.11 Steam sterilization

» 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 1SO 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.

3.12 Storage

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

4, Technical service

/\ 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.

5.  Disposal

/\WARNING

Risk of infection due to contaminated products!

» Adhere to national regulations when disposing of or recycling the product, its components and its pack-
aging.

TA014810 2020-09 V6 Change No. 63431
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Sada patefnich nastroju

1. K tomuto dokumentu

Upozornéni
Vseobecnd rizika chirurgického zdkroku nejsou v tomto ndvodu k pouZiti popsdna.

1.1 Oblast pouziti

Tento navod k pouziti plati pro nastroje s lumeny nebo drazkami i pro snadno rozloZiteIné a nerozloZitelné nastroje,
které jsou vyrobeny z odolnych materiald (napf. uslechtila ocel, PEEK, silikon).

Upozornéni

Aktudlné platnd znacka CE pro vyrobek je viditelnd na Stitku nebo na obalu vyrobku.

» Navody k pouziti pro pfislusné vyrobky a informace o snasenlivosti materiald a zivotnosti naleznete v dokumentu
B. Braun elFU na webu eifu.bbraun.com

1.2 Vystrazna upozornéni

Vystrazna upozornéni poukazuji na rizika pro pacienta, uzivatele a/nebo vyrobek, kterd mohou vzniknout béhem pou-

Zivani vyrobku. Vystrazna upozornéni jsou oznacena nasledujicim zpisobem:

A\ VAROVANI

Oznaduje mozné hrozici nebezpedi. Pokud mu neni zabranéno, mize mit za nasledek lehka nebo stfedné zra-
néni.

/\POZOR
Oznacuje mozné hrozici vécné Skody. Pokud tomu neni zabranéno, nasledk muze byt posk i vyrobku.

2. Klinické pouziti
2.1  Oblasti pouziti a omezeni pouziti

2.1.1  Urceni ucelu
Sada patefnich nastroju se pouziva pro aplikace v ramci zakrokd, jako jsou implantace implantatl ke stabilizaci
patere nebo fuze obratlovych tél.

2.1.2 Indikace
Upozornéni
Za pouziti vyrobku v rozporu s uvedenymi indikacemi a/nebo popsanymi zpisoby pouZiti vyrobce nenese odpovédnost.

Indikace viz viz Ureni ucelu.

2.1.3 Kontraindikace
Nejsou znamy zadné kontraindikace.

2.2 Bezpecnostni pokyny

2.2.1 Klinicky uZivatel

Vseobecné bezpecnostni pokyny

Aby se predeslo skodam v dusledku neodborné pfipravy a aplikace a nebyl ohrozen narok na zaruku:

» Pouzivejte vyrobek pouze podle pokyni uvedenych v tomto navodu k pouZiti.

» Respektujte bezpecnostni informace a pokyny k provozni udrzbé.

» \iyrobek a prislusenstvi mohou pouzivat vyhradné osoby s patfiénym vzdélanim, znalostmi a zkusenostmi.
» Novy vyrobek z vyroby ¢i nepouzity vyrobek skladujte na suchém, istém a chranéném misté.

» Pred pouzitim vyrobek zkontrolujte na funkénost a bezchybny stav.

» Navod k pouziti uchovavejte na misté pristupném pro uZivatele.

Upozornéni

UzZivatel je povinen vSechny zdvazné uddlosti, které vznikly v souvislosti s vyrobkem nahldsit vyrobci a kompetentnimu
Ufadu stdtu, ve kterém md uZivatel sidlo.

Pokyny k operaénim zakrokam

UZivatel nese zodpovédnost za odborné provedeni operaéniho zakroku.

Predpokladem pro tspésné pouzivani tohoto vyrobku je patfi¢né klinické vzdélani i teoretické a praktické zvladnuti
potfebnych operaénich technik, véetné pouzivani tohoto vyrobku.

Uzivatel je povinen vyzvednout si informace u vyrobce, pokud existuje nejasna predopera¢ni situace ohledné pouziti
vyrobku.

2.2.2 Sterilita
Vyrobek se dodava v nesterilnim stavu
» Novy vyrobek po odstranéni pfepravniho obalu a pfed prvni sterilizaci dikladné vycistéte.

2.3 Pouziti

A\ VAROVANI

Nebezpedi urazu a/nebo nespravného fungovani!

» Pred kazdym pouzitim vyrobek zkontrolujte, zda neobsahuje uvolnéné, zlomené, prasklé, opotfebené nebo
ulomené ¢asti.

» Pred kazdym pouzitim proved'te funkéni zkousku.

3.  Validovana metoda upravy

3.1  Vseobecné bezpecnostni pokyny

Upozornéni

Dodrzujte ndrodni zdkonné predpisy, ndrodni @ mezindrodni normy a smérnice a také viastni hygienické predpisy pro
upravu.

Upozornéni

U pacientii s Creutzfeldt-Jakobovou nemoci (CJN), podezienim na CIN nebo jeji mozné varianty dodrzujte v otdzkdch
tupravy vyrobki aktudIné platné ndrodni predpisy.

Upozornéni

Upozornéni

Meéjte na paméti, Ze uspésnd uprava tohoto zdravotnického prostredku mize byt zajisténa pouze po predchozi validaci
procesd upravy. Zodpovédnost za to nese provozovatel/subjekt provddéjici ipravu.

Upozornéni

Pokud se neuskutecni zdvérecnd sterilizace, je nutno pouZit virucidni desinfekéni prostredek.

Upozornéni
Aktudlni informace o pfipravé a sndsenlivosti materidlu naleznete také na B. Braun elFU na adrese eifu.bbraun.com
Validovany postup parni sterilizace byl proveden v systému sterilizacniho kontejneru Aesculap.

3.2 Vseobecné pokyny

Zaschlé resp. ulpéné zbytky po operaci mohou €isténi zkomplikovat resp. eliminovat jeho u¢innost a mohou vést ke

korozi. Proto by neméla doba mezi pouZitim a tpravou prekrocit 6 hodin a nemély by se aplikovat fixacni teploty k

predCisténi >45 °C a nemély pouZivat zadné fixacni desinfekéni prostfedky (na bazi aldehydu nebo alkoholu).

Predavkovani neutralizaénich prostfedki nebo zakladnich isticich prostfedki mize mit za nasledek chemické napa-

deni a/nebo vyblednuti a vizudlni nebo strojni necitelnost laserovych popiskii na nerezavéjici oceli.

U nerezavéjicich oceli vedou zbytky chléru nebo chloridd, napf. zbytky po operaci, medikamenty, roztoky kuchyriské

soli, obsazené ve vodé k ¢isténi, desinfekci a sterilizaci, ke koroznim poskozenim (dilkova koroze, koroze po mecha-

nickém napéti) a tim ke zniceni vyrobki. K odstranéni je zapotiebi dostate¢ny oplach demineralizovanou vodou

s naslednym susenim.

V pfipadé potreby dosuste.

Smi se pouzivat pouze prezkouSené a schvélené procesni chemikélie (napf. schvéleni VAH nebo FDA, popf. oznaceni

CE) a doporucené vyrobcem chemikélie s ohledem na snaenlivost materiald. Veskeré pokyny k pouZiti od vyrobce

chemikalie je nutno dusledné dodrzovat. V opacném pripadé mohou nastat nasledujici problémy:

W Optické zmény materialu jako napf. vyblednuti nebo zmény barvy u titanu a hliniku. U hliniku mize dojit
k viditelnym zménam na povrchu jiZ pfi hodnoté pH >8 aplikaéniho/hotového roztoku.

W Poskozeni materidlu jako napf. koroze, trhlinky, nalomeni, pfed¢asné starnuti nebo bobtnani.

» K ¢isténi nepouzivejte kovové kartdce nebo jiné abrazivni prostiedky, které by mohly povrchy poskodit, protoze
jinak hrozi nebezpeci koroze.

» Dalsi podrobné pokyny k hygienicky bezpe¢né opétovné Upraveé Setrné vici materialu a zachovavajici hodnoty viz
na www.a-k-i.org Rubrika "AKI-Brochures", "Red brochure".

3.3  Vyrobky k opakovanému pouziti

B Pro vyrobek neni stanoven Zadny maximalni pocet pouZiti a cyklu pfedsterilizacni pfipravy.

® Zivotnost vyrobku je omezena poskozenim, béznym opotiebenim, zpiisobem a délkou pouZivani, jakoZ i manipu-
laci, skladovanim a prepravou vyrobku.

B Nejlepsi moznosti, jak rozpoznat jiz nefunkéni vyrobek, je pecliva vizualni a funkéni kontrola pred dalSim pouzi-
tim.

3.4  Pfiprava na misté pouziti

» V pripadé potieby oplachnéte neviditelné povrchy pokud mozno demineralizovanou vodou, napf. s pouzitim jed-
norazové strikacky.

» Viditelné zbytky po operaci pokud mozno tplné odstrarite vihkou, vlas nepoustéjici utérkou.

» Vyrobek transportujte suchy v uzavienych prevoznich kontejnerech do 6 h k ¢iSténi a desinfekcei.

3.5  Priprava pfed CiSténim
» \iyrobek pred Cisténim rozmontujte.
3.6 Cisténi/dezinfekce

3.6.1 Bezpecnostni pokyny k postupu predsterilizacni pfipravy specifické pro vyrobek

Riziko po3kozeni nebo zniteni vyrobku nevhodnymi &isticimi/dezinfekénimi prostedky a/nebo pFilis vysokymi teplo-
tami!

» Pouzivejte Cistici a dezinfekéni prostfedky podle pokyni vyrobcee.

» Dodrzujte pokyny pro koncentraci, teplotu a dobu piisobeni.

» Neprekracujte dezinfekéni teplotu 95 °C.

>V piipadé vyrobki opatfenych vrstvou PVD nepouzivejte chemikalie s oxidaénim Ucinkem (napf. H,0,), protoze
by mohlo dojit k vyblednuti/ztraté vrstvy.

» Pfi dekontaminaci mokrou cestou pouzivejte vhodné Eistici/dezinfekéni prostiedky. Aby se zabranilo tvorbé pény
a zhoreni tcinnosti chemického procesu: Pred strojnim ¢iSténim a dezinfekei vyrobek dikladné oplachnéte pod
tekouci vodou

» Na vyrobek nasadte ochrannou krytku.

3.6.2 Validovany postup ¢isténi a dezinfekce
Validovany postup Zvlastnosti Reference

Kapitola Ruéni ¢isténi/dezinfekce a
podkapitola:

Ruéni ¢iSteni ultrazvukem a dezin-  m Vhodny éistici karta¢
fekee ponofenim PR .
B Injekéni stiikacka na jedno . N veein
pouZiti 20 ml W Kapitola Ruéni ¢isténi ultrazvu-

. . . kem a desinfekce ponofenim
W Faze suseni: Pouzijte utérku,

ktera nepousti vlakna, nebo
lékafsky stlaceny vzduch

Kapitola Strojni ¢isténi/dezinfekce
s ruénim pred¢isténim a podkapi-
tola:

Ruéni predcisténi ultrazvukem a W Vhodny &istici karta¢
kartacem a nasledné strojni alka-

lické Gisténi a tepelna dezinfekce ™ Injekéni stfikacka na jedno

pouZiti 20 ml . N ey
. o L B Kapitola Ruéni pred¢isténi
W \Vyrobek ukladejte do sitového ultrazvukem a kartackem
koSe uréeného k Cisténi 5 - P
(zabraiite vzniku oplachowych M Kapitola Strojni alkalické ¢is-
stind). téni a tepelna desinfekce

W Jednotlivé soucasti s luminy a
kanalky pfipojte pfimo na spe-
cialni proplachovaci pfipoj
injektorového voziku.

W P¥i ¢isténi drzte pracovni konce
oteviené.

B Vyrobek uloZte na sito s otevie-
nym kloubem.

3.7  Ruéni ¢iSténif/dezinfekce

» Pred rucni dezinfekei nechejte z vyrobku dostatec¢né okapat oplachovaci vodu, aby nedoslo ke zfedéni roztoku
dezinfekéniho prostredku.

» Po ruénim Cisténi/dezinfekci zkontrolujte viditelné povrchy vizualné na pfipadné zbytky.

» V pfipadé potieby postup ¢isténi/dezinfekce zopakujte.



3.7.1  Rucni ¢isténi ultrazvukem a desinfekce ponofenim

| Ultrazvukové ¢isténi Koncentrat neobsahujici alde-

(chladno] hydy, fenoly a QAV, pH ~ 9*
Il Mezioplach PT 1 - PV -
(chladno)
mn Desinfekce PT 5 2 PV Koncentrat neobsahujici alde-
(chladno) hydy, fenoly a QAV, pH ~ 9*
\Y Zavéreény oplach PT 1 - DEV -
(chladno)
Vv Suseni PT - - - -
PV: Pitna voda
DEV: Zcela soli zbavena voda (demineralizovana, z mikrobiologického hlediska minimalné v kvalité pitné
vody)
PT: Pokojov teplota

*Doporuceno: BBraun Stabimed fresh

» Respektujte informace o vhodnych Cisticich kartacich a jednorazovych stiikackach, viz Validovany postup Cisténi
a dezinfekce.

Faze |

» \yrobek Cistéte minimané 15 min v ultrazvukové lazni (frekvence 35 kHz). Pfitom je zapotfebi dbat na to, aby
vsechny pristupné plochy byly namoceny a zabranit vzniku zvukovych stini.

Viyrobek ¢istéte vhodnym Cisticim karta¢em v roztoku tak dlouho, az na povrchu nebudou viditelné zadné zbytky.
V pripadé potieby drhnéte neviditelné povrchy nejméné 1 min vhodnym Cisticim kartacem.

Netuhymi komponentami jako napf. stavécimi Srouby, klouby atd. v prabéhu ¢isténi pohybujte.

Zavérem tato mista dikladné proplachnéte pomoci vhodné strikacky na jedno pouZiti dezinfekénim roztokem
s Cisticim G¢inkem, minimalné v3ak 5 krat.

>
>
>
>

Faze Il

» \yrobek diikladné oplachnéte/proplachnéte pod tekouci vodou (v3echny pfistupné povrchy).

» Netuhymi komponentami jako napf. stavécimi Srouby, klouby atd. v prabéhu proplachovani pohybuijte.

» Zbytkovou vodu nechte dostatecné okapat.

Faze lll

» \Vyrobek Uplné ponofte do desinfekéniho roztoku.

» Netuhymi komponentami jako napf. stavécimi Srouby, klouby atd. v priibéhu dezinfikovani pohybujte.

» Proplachnéte lumen na zacatku doby piisobeni vhodnou stiikackou na jedno pouziti nejméné 5 krat. Dbejte pfi-
tom na to, aby byly namoceny viechny pfistupné povrchy.

Faze IV

» \yrobek diikladné oplachnéte/proplachnéte pod tekouci vodou (vdechny pfistupné povrchy).

» Netuhymi komponentami jako napf. stavécimi Srouby, klouby atd. pfi kone¢ném oplachu pohybujte.

» Proplachnéte lumen vhodnou stikackou na jedno pouziti nejméné 5 krat.

» Zbytkovou vodu nechte dostatec¢né okapat.

Faze V

» Ve fazi suseni vysuste vyrobek s pouzitim vhodnych pomocnych prostiedki (napf. utérek, stla¢eného vzduchu),
viz Validovany postup ¢isténi a dezinfekce.

3.8  Strojni Cisténi/dezinfekce s ruénim pred¢isténim
Upozornéni

Cistici a desinfekéni pfistroj musi mit ovéfenou Gcinnost (napf. povoleni FDA nebo oznaceni CE na zdkladé normy DIN
EN ISO 15883).

Upozornéni
Pouzity ¢iatici a desinfekcni pfistroj musi byt pravidelné udrZovany a kontrolovany.

3.8.1 Ruéni predCisténi ultrazvukem a kartackem

Ultrazvukové ¢isténi Koncentrat neobsahujici alde-

[chladno] hydy, fenoly a QAV, pH ~ 9*
] Oplach PT 1 - PV -
(chladno)
PV: Pitna voda
PT: Pokojov teplota

*Doporuceno: BBraun Stabimed fresh

» Respektujte informace o vhodnych Cisticich kartacich a jednorazovych stfikackach, viz Validovany postup ¢isténi
a dezinfekce.

Faze |

» \lyrobek Cistéte minimané 15 min v ultrazvukové lazni (frekvence 35 kHz). Pfitom je zapotfebi dbat na to, aby
vsechny pfistupné plochy byly namoceny a zabranit vzniku zvukovych stini.

» \Vlyrobek Cistéte vhodnym Cisticim kartacem v roztoku tak dlouho, az na povrchu nebudou viditelné Zzadné zbytky.

» V pfipadé potfeby drhnéte neviditelné povrchy nejméné 1 min vhodnym €isticim kartacem.

» Netuhymi komponentami jako napf. stavécimi Srouby, klouby atd. v pribéhu ¢isténi pohybujte.

» Zavérem tato mista dikladné proplachnéte pomoci vhodné stfikacky na jedno pouZiti dezinfekénim roztokem
s Cisticim G¢inkem, minimalné v3ak 5 krat.

Faze Il

» \yrobek diikladné oplachnéte/proplachnéte pod tekouci vodou (v3echny pfistupné povrchy).

» Netuhymi komponentami jako napf. stavécimi Srouby, klouby atd. v prabéhu proplachovani pohybuijte.

3.8.2 Strojni alkalické ¢isténi a tepelna desinfekce
Typ pFistroje: Jednokomorovy Cistici/desinfekéni pfistroj bez ultrazvuku

Pfedoplach <2577
I Cisténi 55/131 10 DEV ® Koncentrat, alkalicky:
- pH~13
- <5 0% aniontové tenzidy
M Pracovni roztok 0,5 %
- pH~11*
1] Mezioplach >10/50 1 DEV -
v Termodesinfekce 90/194 5 DEV -
Vv Suseni - - - Podle programu pro Cistici a dezinfekéni
pristroj
PV: Pitna voda
DEV: Zcela soli zbavena voda (demineralizovana, z mikrobiologického hlediska minimalné v kvalité pitné
vody)

*Doporucen: BBraun Helimatic Cleaner alcaline

» Po strojnim €isténi/desinfekci zkontrolujte povrchy na viditelné zbytky.

3.9 Revize
» Vyrobek nechejte vychladnout na teplotu mistnosti.
» Mokry nebo vlhky vyrobek vysuste.

3.9.1 Vizualni kontrola

» Ujistéte se, Ze byly odstranény viechny necistoty. Pfitom je potieba dat pozor zejména na napt. licované plochy,
zaveésy, dfiky, prohloubena mista, vrtaci drazky i boky zubi na rasplich.

» U znecisténych vyrobka: Proces &isténi/dezinfekce zopakujte.

» Zkontrolujte vyrobek, zda neni poskozeny, napf. izolace, zkorodované, volné, ohnuté, rozlomené, popraskané,
opotrebené, silné poskrabané a odlomené dily.

» Zkontrolujte vyrobek, zda nechybi napisy nebo nejsou vybledlé.

» \yrobek s tzkym dlouhym tvarem zkontrolujte, zda neni zdeformovan (zejména rotujici nastroje).

» Zkontrolujte, zda nejsou poskozeny fezné hrany, zda jsou hladké, ostré, nevroubkované nebo nevykazuji jind
poskozeni.

» Zkontrolujte povrchy, zda nevykazuji hrubé zmény.

» Zkontrolujte vyrobek, zda nema otfepy, které by mohly poskodit tkan nebo chirurgické rukavice.

» Zkontrolujte vyrobek, zda nema volné nebo chybgjici dily.

» Poskozeny vyrobek okamzité vyfadte a predejte technickému servisu spolecnosti Aesculap, viz Technicky servis.

3.9.2  Funkéni zkouska

A\ POZOR

Nebezpedi poskozeni vyrobku (,zazrani" kovu/tfeci koroze) v disledku nedostateéného mazani olejem!

» Pohyblivé dily (napf. klouby, posuvné dily a zavitové tyce) pred funkéni zkouskou naolejujte oSetfovacim
olejem vhodnym pro pouZitou sterilizaéni metodu (napf. v pFipadé parni sterilizace olejovy sprej STERILIT® |
JG600 nebo kapaci maznici STERILIT® | JG598).

» Zkontrolujte fungovani vyrobku.
» Zkontrolujte viechny pohyblivé &asti (napf. zavésy, zamky/zavory, posuvné &asti atd.), zda jsou zcela pohyblivé.
» Zkontrolujte rotujici vyrobky (napf. opakované pouzitelné vrtaky a frézy), zda nejsou prohnuté a zdeformované.

K tomu kutalejte s vyrobkem napt. po rovné plose.
» Zkontrolujte kompatibilitu s pfislusnymi vyrobky.
» Nefunkéni vyrobek okamzité vyfadte a predejte technickému servisu spolecnosti Aesculap, viz Technicky servis.

3.10 Baleni

» \Vyrobek uloZte na prislusné skladovaci misto nebo do vhodného sitového koSe. Zajistéte ochranu ostfi nastroji.
> Sitové kose zabalte pfiméfené steriliza¢nimu postupu (napf. do sterilnich kontejnerd Aesculap).

» Zajistéte, aby obal zabezpecil ulozeny vyrobek v pribéhu skladovani proti opétovné kontaminaci.

3.11 Parni sterilizace

» Zajistéte, aby sterilizacni prostfedek mél pfistup ke vdem vnéjsim i vnitinim povrchiim (napf. otevienim ventili a
kohout).

» Validovana metoda sterilizace
- Parni sterilizace ve frakcionovaném vakuu
- Parni sterilizator podle normy DIN EN 285 a validovany podle normy DIN EN ISO 17665
- Sterilizace se musi provést ve frakcionovaném vakuu pfi teploté 134 °C, doba plsobeni 5 min

» Pii soucasné sterilizaci nékolika vyrobki v parnim sterilizatoru najednou zajistéte, aby nedoslo k prekroceni
maximalniho stanoveného objemu parniho sterilizatoru dle pokyni vyrobce.

3.12 Skladovani

» Sterilni vyrobky skladujte v obalech nepropoustgjicich choroboplodné zarodky, chranéné pred prachem v suchém,
tmavém a rovnomérné temperovaném prostoru.

4.  Technicky servis

/A\POZOR

Modifikace zdravotnickych prostfedkii miiZze mit za nasledek ztratu garanénich/zéruénich naroka, jakoZ i pri-
padnych povoleni.

» Na vyrobku neprovadéjte zmény.

» Pro servis a opravu se obratte na své narodni zastoupeni spoleénosti B. Braun/Aesculap.

Adresy servisu

Aesculap Technischer Service
Am Aesculap-Platz

78532 Tuttlingen [ Germany

Phone: +49 7461 95-1601
Fax: +49 7461 16-2887
E-Mail: ats@aesculap.de

Adresy dalSich servisti se dozvite prostfednictvim vySe uvedené adresy.

5. Likvidace
A\ VAROVANI

&i infekee zpi é kontami ymi vyrobky!
» P¥i likvidaci nebo recyklaci vyrobku, jeho komponent a jejich obali dodrzujte narodni pFedpisy.




6. Distributor
B. BRAUN Medical s.r.o.

V Parku 2335/20

148 00 Praha 4

Tel.: 271091 111
Fax: 271091112
E-mail: servis.cz@bbraun.com
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