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Aesculap® Hydrolift®
Hydrolift® torque wrench FW455R
Symbols on product and packages

Caution, general warning symbol
Caution, see documentation supplied with the product

Manufacturer's serial number

SN

Applicable to

» For item-specific instructions for use and information on material compatibility, see also the Aesculap Extranet
at https://extranet.bbraun.com

Intended use

The Hydrolift® torque wrench FW455R is used for locking the end plate clamping of the Hydrolift® implants to the
specified torque of 5 Nm.

Safe handling and preparation
CAUTION
Federal law restricts this device to sale by, or on order of a physician!

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

» Read, follow, and keep the instructions for use.
» Use the product only in accordance with its intended use, see Intended use.

» Remove the transport packaging and clean the new product, either manually or mechanically, prior to its initial
sterilization.

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

» Prior to each use, inspect the product for loose, bent, broken, cracked, worn, or fractured components.
» Do not use the product if it is damaged or defective. Set aside the product if it is damaged.

» Replace any damaged components immediately with original spare parts.

Safe operation

Insufficient locking of the clamping screw due to defective torque wrench!

» Prior to applying the torque wrench, make certain the display arrow points to
zero.

WARNING > Replace the torque wrench if it is damaged!

>

Damage to the implant caused by overtightening of the clamping screw!
» Slowly tighten the clamping screw with the torque wrench until the display
arrow indicates 5 Nm.

>

CAUTION

Damage to the torque wrench caused by incorrect application!
» Use the revision screwdriver to loosen the tightened clamping screw.

>

CAUTION

Damage to the insertion instrument caused by incorrect application!
» Ensure proper locking of the insertion instrument.

>

CAUTION

The Hydrolift® torque wrench measures and displays the actual torque applied.

» Prior to applying the torque wrench, make certain the display arrow points to zero.

» To avoid reading errors, always read the display looking straight on the arrow and scale.

» To avoid inducing torques into the patient, apply the insertion instrument as a counterholder.
>

Tighten the clamping screw by even, clockwise turns of the torque wrench. Make certain the torque wrench is
not turned by sudden movement.

Validated reprocessing procedure

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 (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.
The recommended chemistry was used for validation.

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 also the Aesculap Extranet at
https://extranet.bbraun.com
The validated steam sterilization procedure was carried out in the Aesculap sterile container system.

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 Publications, Red Brochure - Proper maintenance of instruments.

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.

Cleaning/disinfection

Product-specific safety notes on the reprocessing procedure

Damage to the product due to inappropriate cleaning/disinfecting agents and/or
excessive temperatures!
» Use cleaning and disinfecting agents according to the manufacturer's instruc-
CAUTION tions which
- be approved for plastic material and high-grade steel,
- do not attack softeners (e.g. in silicone).
» Observe specifications regarding concentration, temperature and exposure
time.

» Use suitable cleaning/disinfecting agents if the product is put away in a wet condition. To prevent foam forma-
tion and reduced effectiveness of the process chemicals: Prior to mechanical cleaning and disinfection, rinse the
product thoroughly with running water.

Validated cleaning and disinfection procedure

Validated procedure Specific requirements Reference
Manual cleaning with immersion B Suitable cleaning brush Chapter Manual cleaning/disinfec-

disinfection . . tion and sub-chapter:
B 20 ml disposable syringe . .
m Chapter Manual cleaning with

W Drying phase: Use a lint-free immersion disinfection

cloth or medical compressed air

Mechanical alkaline cleaning and B Place the product in a tray that Chapter Mechanical cleaning/dis-
thermal disinfection is suitable for cleaning (avoid- infecting and sub-chapter:
ing rinsing blind spots). W Chapter Mechanical alkaline
cleaning and thermal disinfect-
ing

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.

Manual cleaning with immersion disinfection

Phase  Step T t Conc. Water Chemical
[°’c/'Fl  [min] [%]  quality

| Disinfecting clean-  RT >15 2 D-W Aldehyde-free, phenol-free, and
ing (cold) QUAT-free concentrate, pH ~ 9%
] Intermediate rinse ~ RT 1 - D-W -
(cold)
1 Disinfection RT 15 2 D-W Aldehyde-free, phenol-free, and
(cold) QUAT-free concentrate, pH ~ 9%
1\ 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

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

Phase |

» Fully immerse the product in the cleaning/disinfectant for at least 15 min. Ensure that all accessible surfaces 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.

vy



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 5 times at the beginning of the exposure time using an appropriate disposable syringe.
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.

Mechanical cleaning/disinfecting

Note

The cleaning and disinfection device must be of tested and approved effectiveness (e.g. FDA approval or CE mark
according to DIN EN 1SO 15883).

Note

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

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

Phase  Step T t Water Chemical/Note
[°C/°F1 [min] quality
| Prerinse <25[77 3 D-W -
I Cleaning 55/131 10 FD-W B Concentrate, alkaline:
- pH=13
- <5 % anionic surfactant
B 0.5 % working solution
- pH=11"
mn Intermediate rinse >10/50 1 FD-W -
v Thermal disinfecting 90/194 5 FD-W -
\ Drying - - - According to the program for cleaning
and disinfection device
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.

Inspection, maintenance and checks

Damage (metal seizure/friction corrosion) to the product caused by insufficient
lubrication!
» Prior to function checks, lubricate moving parts (e.g. joints, pusher compo-
CAUTION nents and threaded rods) with maintenance oil suitable for the respective ster-
ilization process (e.g. for steam sterilization: Aesculap STERILIT® | oil spray
JG600 or STERILIT® | drip lubricator JG598).

» Allow the product to cool down to room temperature.

» After each complete cleaning, disinfecting and drying cycle, check that the product is dry, clean, operational, and
free of damage (e.g. broken insulation or corroded, loose, bent, broken, cracked, worn, or fractured components).
Dry the product if it is wet or damp.

Repeat cleaning and disinfection of products that still show impurities or contamination.

Check that the product functions correctly.

Immediately put aside damaged or inoperative products and send them to Aesculap Technical Service, see Tech-
nical Service.

» Check for compatibility with associated products.

Packaging

» Place the product in its holder or on a suitable tray. Ensure that all cutting edges are protected.

» Pack trays appropriately for the intended sterilization process (e.g. in Aesculap sterile containers).

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

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 fractionated 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

» When sterilizing several products at the same time in a steam sterilizer, ensure that the maximum load capacity
of the steam sterilizer specified by the manufacturer is not exceeded.

Sterilization for the US market

B Aesculap advises against sterilizing the device by flash sterilization or chemical sterilization.
W Sterilization may be accomplished by a standard prevacuum cycle in a steam autoclave.
To achieve a sterility assurance level of 10, Aesculap recommends the following parameters:

Aesculap Orga Tray/Sterile container (perforated bottom)
Minimum cycle parameters*
Sterilization method Temp. Time Minimum drying time

Prevacuum 270 °F[275 °F 4 min 20 min

*Aesculap has validated the above sterilization cycle and has the data on file. The validation was accomplished in an
Aesculap sterile container cleared by FDA for the sterilization and storage of these products. Other sterilization cycles
may also be suitable, however individuals or hospitals not using the recommended method are advised to validate
any alternative method using appropriate laboratory techniques. Use an FDA cleared accessory to maintain sterility
after processing, such as a wrap, pouch, etc.

WARNING for the US market

If this device is/was used in a patient with, or suspected of having Creutzfeldt-Jakob Disease (CJD), the device
cannot be reused and must be destroyed due to the inability to reprocess or sterilize to eliminate the risk of
crosscontamination.

Storage

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

Maintenance
Insufficient locking of the clamping screw due to defective torque wrench!
If the display arrow does not point to zero with the torque wrench under no load,
the wrench is defective and must not be used under any circumstances.
WARNING » Replace the torque wrench if it is damaged!

The torque wrench is factory-calibrated to 5 Nm.

Technical Service

Risk of injury and/or malfunction!
» Do not modify the product.

WARNING

» For service and repairs, please contact your national B. Braun/Aesculap agency.
Modifications carried out on medical technical equipment may result in loss of guarantee/warranty rights and for-
feiture of applicable licenses.

Service addresses
Aesculap Technischer Service
Am Aesculap-Platz
78532 Tuttlingen [ Germany

Phone: +49 (7461) 95-1602
Fax: +49 (7461) 16-5621
E-Mail: ats@aesculap.de

Or in the US:

Aesculap Implant Systems LLC
Attn. Aesculap Technical Services
615 Lambert Pointe Drive

Hazelwood

MO, 63042

Aesculap Repair Hotline

Phone: +1(800) 214-3392
Fax: +1(314) 895-4420

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

Disposal

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

Distributor in the US/Contact in Canada for product information and
complaints

Aesculap Implant Systems LLC
3773 Corporate Parkway
Center Valley, PA, 18034,
USA
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Aesculap® Hydrolift®
Momentovy kli¢ Hydrolift® FW455R
Symboly na produktu a na baleni

Pozor, vieobecny varovny symbol
Pozor, respektujte privodni dokumentaci

Viyrobni &islo vyrobce

SN

Rozsah platnosti

» Navody k pouziti jednotlivych vyrobkid a informace k materidlové snasenlivosti viz téZ extranet Aesculap na
adrese https://extranet.bbraun.com

Ucel pouziti
Momentovy kli¢ Hydrolift® FW455R se pouziva k zablokovani upnuti krycich desek Hydrolift® definovanym krouticim
momentem 5 Nm.

Bezpecna manipulace a pfiprava k pouziti

» Vyrobek a prislusenstvi sméji provozovat a pouzivat pouze osoby, které maji potiebné vzdélani, znalosti a zkuse-
nosti.

» Prostudujte si ndvod k pouziti, postupujte podle néj a uschovejte si ho.

» \iyrobek pouZivejte pouze k uréenému ucéelu pouziti, viz Ucel pouziti.

» Novy vyrobek od vyrobce po odstranéni transportniho obalu a pfed prvni sterilizaci vyCistéte (ru¢né nebo stro-
jove).

» Novy vyrobek z vyroby ¢i nepouzity vyrobek skladujte na suchém, ¢istém a chranéném misté.

» Vyrobek pred kazdym pouzitim prohlédnéte, zda neobsahuje: volné, ohnuté, zlomené, prasklé, opotfebené a odlo-
mené ¢asti.

» Nikdy nepouzivejte poskozeny a nebo vadny vyrobek. PoSkozeny vyrobek okamzité vyradte.

» Jednotlivé poskozené dily okamzité nahradte originalnimi nahradnimi dily.

Obsluha

Nebezpeéi nedostateénét blok
momentového klice!

» Pred pouzitim momentového klice zajistéte, aby indikacni Sipky byly na nule.
VAROVANI » Poskozeny momentovy kli¢ vymérite!

ani upinaciho 3roubu v disledku vadného

>

Nebezpedi poskozeni implantatu v dusledku nadmérného zasroubovani upinaciho

>

Sroubu!

» Upinaci Sroub utahujte pomoci momentového klice pomalu tak, az bude indi-
POZOR kacni Sipka na hodnot€ 2,8 Nm.

Nebezpedi posk i ého kli¢e v dusledk iborného pouziti!

» K uvolnéni utazeného upinaciho Sroubu poufzijte revizni Sroubovak.

POZOR

Nebezpeci poskozeni zavadéciho nastroje v pfipadé neodborného pouziti!
» Dbejte na bezpecné zablokovani zavadéciho nastroje.

>

POZOR

Momentovy kli¢ Hydrolift® méfi a soucasné ukazuje.

» Pred pouzitim momentového klice zajistéte, aby indikacni Sipky byly na nule.

» Aby se predeslo chybam od¢itani, odecitejte indikaci vzdy paralelné.

» Aby se predeslo prenosu krouticich momentl na pacienta, pouzijte zavadéci nastoj jako protidrzak.

» Upinaci $roub utahujte rovnomérnym ota¢enim momentového klice ve sméru hodinovych rucicek. Zajistéte, aby
se momentovy kli¢ neutahoval trhavym pohybem.

Validovana metoda upravy

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.

K validovani byly pouzity doporucené chemikdlie.

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

Upozornéni

Aktudlni informace k opakovanému pouziti a materidlové sndsenlivosti viz téZ extranet Aesculap na adrese
https://extranet.bbraun.com

Validovany postup parni sterilizace byl proveden v systému sterilizacniho kontejneru Aesculap.

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 prostiedky (na bazi aldehydu nebo alkoholu).

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

deni a/nebo vyblednuti a vizualni nebo strojni necitelnost laserovych popiski na nerezavéjici oceli.

U nerezavéjicich oceli vedou zbytky chléru nebo chlorid, 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 piezkousené a schvalené procesni chemikélie (napf. schvaleni VAH nebo FDA, popf. oznaceni

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

chemikalie je nutno disledné dodrzovat. V opacném piipadé 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 kartace nebo jiné abrazivni prostredky, které by mohly povrchy poskodit, protoze
jinak hrozi nebezpeci koroze.

» Dalsi podrobné informace o hygienicky bezpecné opétovné tpravé Setrné vici materialu a zachovavajici hodnoty
viz na www.a-k-i.org, odstavec ,Verdffentlichungen Rote Broschiire/Publikace Cervena brozura - Pée o
nastroje”.

Pfiprava na misté pouziti

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

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

» \iyrobek transportujte suchy v uzavienych prevoznich kontejnerech do 6 h k ¢isténi a desinfekci.

Cisténi/desinfekce
Vseobecné bezpecnostni pokyny k postupu tpravy

Riziko posk i vyrobku v pouziti nevhodnych ¢isticich/desinfekénich
prostfedki a/nebo pfilis vysokych teplot!
» Pouzivejte istici a desinfekéni prostfedky podle pokyni vyrobcee,
POZOR - pFipustné pro plasty a uslechtilou ocel,
- které nenapadaji zmékéovaci prisady (napf. v silikonu).
» Dodrzujte pokyny pro koncentraci, teplotu a dobu pusobeni.

» PFi dekontaminaci mokrou cestou pouzivejte vhodné Eistici/desinfekéni prostiedky. Aby se zabranilo tvorbé pény
a zhorseni ucinnosti chemie procesu: Pfed strojnim CiSténim a desinfekei vyrobek dikladné oplachnéte pod
tekouci vodou.

Validovany postup ¢isténi a desinfekce
Validovany postup 2Zvlastnosti Reference

Ruéni ¢iSteni a desinfekce ponofe-  m vhodny ¢istici karta¢ Kapitola Ru¢ni ¢isténi/desinfekce a
nim v . . podkapitola:
| Stikacka na jedno pouziti i o .
20ml B Kapitola Ruéni ¢isténi a desin-

. . . fekee ponofenim
B Faze suseni: Pouzijte utérku

nepoustéjici vlas nebo medicin-
sky stlaceny vzduch

Strojni alkalické ¢isténi a tepelna ® \yrobek ukladejte do sitového Kapitola Strojni ¢isténi/desinfekce
desinfekce koe vhodného k &igténi a podkapitola:
(zabrafite vzniku oplachovych W Kapitola Strojni alkalické ¢is-
stind). téni a tepelnd desinfekce

Ruéni ¢isténif/desinfekce

» Pred rucni desinfekci nechejte z vyrobku dostate¢né okapat oplachovaci vodu, aby nedoslo ke zfedéni roztoku
desinfekéniho prostredku.

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

» V pfipadé potieby postup &isténi/desinfekce zopakuijte.

Ruchni Cisténi a desinfekce ponofenim

Faze Krok T t Kone.  Kvalita Chemie
[°C/°F] [min]  [%] vody

| Desinfekéni ¢isténi  PT >15 2 PV Koncentrat neobsahujici alde-
(chladno) hydy, fenoly a QAV, pH ~ 9%
Il Mezioplach PT 1 - PV -
(chladno)
L] Desinfekce PT 15 2 PV Koncentrat neobsahujici alde-
(chladno) hydy, fenoly a QAV, pH ~ 9%
\Y Zavérecny 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

*Doporucen: BBraun Stabimed

» Respektujte informace o vhodnych ¢isticich kartadich a jednorazovych stfikackach, viz Validovany postup ¢isténi
a desinfekce.

Faze |

» Vyrobek tplné ponofte do Cisticiho a dezinfekéniho roztoku minimalné na 15 min. Dbejte pfitom na to, aby byly
namoceny viechny pfistupné povrchy.

» \iyrobek Cistéte vhodnym Cisticim karta¢em v roztoku tak dlouho, az na povrchu nebudou viditelné Zadné zbytky.

» V pFipadé potieby drhnéte neviditelné povrchy nejméné 1 min vhodnym ¢isticim kartacem.

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

» Zavérem tato mista dikladné proplachnéte pomoci vhodné stikacky na jedno pouziti dezinfekénim roztokem
s Cisticim Uc¢inkem, minimalné vsak 5 krat.



Faze Il

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

» Netuhymi komponentami jako napf. stavécimi Srouby, klouby atd. v pribéhu proplachovani pohybujte.
» Zbytkovou vodu nechte dostate¢né okapat.

Faze Il

» Vyrobek uplné ponofte do desinfekéniho roztoku.

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

» Proplachnéte lumen na zacatku doby plsobeni vhodnou jednorazovou stfikackou nejméné 5krat. Dbejte pfitom
na to, aby byly namoceny vSechny pfistupné povrchy.

Faze IV
» \lyrobek dikladné oplachnéte/proplachnéte (viechny pfistupné povrchy).
» Netuhymi komponentami jako napf. stavécimi Srouby, klouby atd. pfi koneéném oplachu pohybujte.

» Proplachnéte lumen vhodnou stiikackou na jedno pouZziti nejméné 5 krat.
» Zbytkovou vodu nechte dostate¢né okapat.

Faze V

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

Strojni Cisténi/desinfekce

Upozornéni

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

Upozornéni

Pouzity ¢iatici a desinfekéni pristroj musi byt pravidelné udrZovany a kontrolovany.

Strojni alkalické ¢isténi a tepelna desinfekce
Typ pfistroje: Jednokomorovy €istici/desinfekéni pfistroj bez ultrazvuku

Féze Krok T t Kvalita Chemie/poznamka
[°C/°F]  [min] vody

| Predoplach <25[77 3 PV -
] Cisteni 55/131 10 DEV W Koncentrat, alkalicky:
- pH~13
- <5 % aniontové tenzidy
W pracovn roztok 0,5 %
- pH~11*
1]} Mezioplach >10/50 1 DEV -
v Termodesinfekce 90/194 5 DEV -
\ Suseni - - - Podle programu ¢isticiho a desinfeké-
niho pfistroje
T-W: Pitna voda
DEV: Zcela soli zbavena voda (demineralizovand, z mikrobiologického hlediska minimalné v kvalité pitné
vody)

*Doporucen: BBraun Helimatic Cleaner alcaline
» Po strojovém Cisténi a desinfekei zkontrolujte viechny viditelné povrchy, zda na nich nejsou zbytky.

Kontrola, udrzba a zkousky

Nebezpedi poskozeni (.zazrani" kovi/koroze v disledku tfeni) vyrobku pfi nedo-
state¢ném promazani!
» Pohyblivé dily (napF. klouby, posuvné dily a zavitové tyce) pred funkéni zkous-
POZOR kou naolejujte oSetfovacim olejem vhodnym pro p sterilizaéni metod|
(napf. v pFipadé€ parni sterilizace olejovy sprej STERILIT® | JG600 nebo olejni¢ka
STERILIT® | JG598).

» Vyrobek nechejte vychladnout na teplotu mistnosti.

» Viyrobek po kazdém ¢isténi, desinfekci a vysuseni zkontrolujte: uschnuti, Cistotu, funkci a poskozeni, napf. izolace,
zkorodovang, volné, ohnuté, rozbité, prasklé, opotfebené a ulomené ¢asti.

Mokry nebo vihky vyrobek vysuste.

Znecistény vyrobek znovu vycistéte a desinfikujte.

Zkontrolujte fungovani vyrobku.

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

» Zkontrolujte kompatibilitu s pfisluSnymi vyrobky.

Baleni

» Vyrobek zafadte do pfislusného uloZeni nebo uloZte na vhodny sitovy kos. Zajistéte ochranu ostfi nastroji.
» Sita zabalte pfiméfené sterilizaénimu postupu (napF. do sterilnich kontejnerd Aesculap).

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

Parni sterilizace

» Zajistéte, aby sterilizani prostfedek mél pfistup ke viem vnéjsim i vnitfnim povrchim (napf. otevfenim ventill a
kohoutu).

» Validovana metoda sterilizace
- Parni sterilizace frakéni vakuovou metodou
- Parni sterilizator podle DIN EN 285 a validovany podle DIN EN I1SO 17665
- Sterilizace frakéni vakuovou metodou pfi teploté 134 °C, doba plsobeni 5 min

» Pfi soutasné sterilizaci vice vyrobki v parnim sterilizatoru: zajistéte, aby nebylo pfekroceno maximalni dovolené
nalozeni parniho sterilizatoru podle udaji vyrobce.

Skladovani

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

Provozni udrzba

T S IS 1o ladl dnék

Nebezpeéi nedostateéného Sroubu v

momentového klice!

Pokud se indikacni Sipka u nezatizeného momentového klice nenachazi na nule, je
VAROVANI kli¢ poskozeny a nesmi se v fadném pripadé pouzit.

» Poskozeny momentovy kli¢ vymérite!

Vyrobce kalibruje tento momentovy kli¢ na hodnotu 5 Nm.

Technicky servis

Nebezpedi trazu a/nebo nespravné funkce!
» Na vyrobku neprovadéjte zmény.

VAROVANI

» V otazkach servisu a oprav se obracejte na své narodni zastoupeni B. Braun/Aesculap.
Provadéni zmén na zdravotnickych prostfedcich mize mit za nasledek ztratu zaruky/narokd ze zaruky jakoz i pFipad-
nych povoleni.

Adresy servisi

Aesculap Technischer Service
Am Aesculap-Platz

78532 Tuttlingen / Germany

Phone: +49 7461 95-1602
Fax: +49 7461 16-5621
E-Mail: ats@aesculap.de

Adresy dal3ich servist se dozvite prostfednictvim vyse uvedené adresy.

Likvidace

» Pii likvidaci nebo recyklaci vyrobku, jeho komponent a jejich oball dodrzujte narodni pfedpisy!

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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