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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.aesculapimplantsystem-
sifus.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 1-866-229-3002. A
paper copy will be provided to you upon request at no additional cost.
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SZ201R Ennovate Tray Open Implantation - -

JA455R Lid for AESCULAP OrthoTray DIN w/o Handle - TA012714

SZ222R Ennovate Quick Connect Ratchet Straight Handle, Medium v U+C

SZ225R Optional: Ennovate Quick Connect Ratchet Drop Shaped v U+C
Handle

SZ224R Ennovate Quick Connect Ratchet T-Handle v U+C

SZ241R Ennovate Pedicle Awl v -

SZ242R Ennovate Lumbar Pedicle Probe, Straight v -

SZ243R Ennovate Lumbar Pedicle Probe, Curved v -

S7244R Optional: Ennovate Thoracic Pedicle Probe, Straight v -

SZ245R Optional: Ennovate Thoracic Pedicle Probe, Curved v -

S7246R Ennovate Pedicle Sounder, Straight v -

SZ247R Ennovate Pedicle Sounder, Curved v -

S7254R Ennovate Screw Tap, & 4.5 mm v B+C

SZ255R Ennovate Screw Tap, & 5.5 mm v B+C

SZ256R Ennovate Screw Tap, & 6.5 mm v B+C

SZ257R Ennovate Screw Tap, & 7.5 mm v B+C

SZ258R Optional: Ennovate Screw Tap, & 8.5 mm v B+C

SZ259R Optional: Ennovate Screw Tap, & 9.5 mm v B+C

SZ260R Optional: Ennovate Screw Tap, & 10.5 mm v B+C

SZ262R Ennovate Screw Driver v D+U+C

SZ264R Optional: Ennovate Thoracic Pedicle Probe, Straight, Large. v -

S7263R Optional: Ennovate Lumbar Pedicle Probe, Straight, Large v -

SZ265R Ennovate Screw Body Manipulator v -

FWE92R  s* Cleaning Device v -

Upper Layer:

SZ228R Ennovate Torque Wrench Handle, T0Nm [ ] U

S7267SU Ennovate Rod Template, 300 mm v R

SZ272R Ennovate Rod Holding Forceps ° u

SZ273R Ennovate Rod Pusher v -

SZ280R Ennovate Set Screw Driver v T

SZ282R Ennovate Counter Torque L-Handle v B+C

SZ391R Ennovate Set Screw Driver, Short v T

SZ221R Ennovate Tray Open S* Instruments - -

JA455R Lid for AESCULAP OrthoTray DIN w/o Handle - TA012714

FW181R  Ennovate/S* Distraction Forceps L4 TA015394

FWO23R  Ennovate/SSE/S* Distraction Forceps, Small o TA015394

FW210R [ TA015394

Ennovate/S* Compression Forceps New Version




SZ251R Ennovate Tray Open Manipulation/Optional - - SZ361R Ennovate Tray MIS Implantation - -
JA455R Lid for AESCULAP OrthoTray DIN w/o Handle - TA012714 JA455R Lid for AESCULAP OrthoTray DIN w/o Handle - TA012714
AA8B04R Ennovate Screw Length Scale v - S7222R Ennovate Quick Connect Ratchet Straight Handle, Medium v U+C
SZ242R Optional: Ennovate Lumbar Pedicle Probe, Straight v - SZ224R Ennovate Quick Connect Ratchet T-Handle v Uu+C
S7243R Optional: Ennovate Lumbar Pedicle Probe, Curved v - SZ225R Optional: Ennovate Quick Connect Ratchet Drop Shaped v U+C
Handle

SZ244R Ennovate Thoracic Pedicle Probe, Straight v -

SZ254R Ennovate Screw Tap, & 4.5 mm v B+C
SZ245R Ennovate Thoracic Pedicle Probe, Curved v -

SZ255R Ennovate Screw Tap, & 5.5 mm v B+C
SZ248R Ennovate Pedicle Marker, Dual Band v -

SZ256R Ennovate Screw Tap, & 6.5 mm v B+C
SZ249R Ennovate Pedicle Marker, Single Band v -

SZ257R Ennovate Screw Tap, & 7.5 mm v B+C
SZ263R Optional: Ennovate Thoracic Pedicle Probe, Straight, Large v -

SZ258R Optional: Ennovate Screw Tap, & 8.5 mm v B+C
SZ264R Optional Ennovate Lumbar Pedicle Probe, Straight, Large v -

SZ259R Optional: Ennovate Screw Tap, & 9.5 mm v B+C
SZ254R Optional: Ennovate Screw Tap & 4.5 mm v B+C

SZ260R Optional: Ennovate Screw Tap, & 10.5 mm v B+C
SZ255R Optional: Ennovate Screw Tap, & 5.5 mm v B+C

SZ372T Ennovate MIS Dilator, Small v B+C
SZ256R Optional: Ennovate Screw Tap, & 6.5 mm v B+C

SZ373T Ennovate MIS Dilator, Medium v B+C
SZ257R Optional: Ennovate Screw Tap, & 7.5 mm v B+C

SZ374T Ennovate MIS Dilator, Large v B+C
SZ258R Ennovate Screw Tap, & 8.5 mm v B+C

SZ375T Ennovate MIS Dilator Handle v -
SZ259R Ennovate Screw Tap, & 9.5 mm v B+C

SZ377R Ennovate MIS Screw Length Measuring Device v B+C
SZ260R Ennovate Screw Tap, @ 10.5 mm v B+C

SZ379R Ennovate MIS Downtube Locking Wrench v S+C
SZ270R Ennovate French Rod Bender v -

SZ380R Ennovate MIS Removal Key, Short [ B
SZ276R Ennovate Rod Persuader Counter Torque Handle v -

SZ381R Ennovate MIS Screw Driver, Short v D+U+C
SZ277R Ennovate Rod Persuader v D+B+C

SZ382R Ennovate MIS Rod Length Caliper v D
S7283R Ennovate Torque Wrench Shaft, 10Nm v T

Upper layer:
SZ393R Ennovate PolyBlocker ° B

SZ228R Ennovate Torque Wrench Handle, 10Nm v u
Upper layer: N

SZ367R Ennovate MIS K-Wire Forceps ° B
FW281R 4 i i o TA015598

§" Element Distraction Forceps SZ384R Ennovate MIS Rod Inserter, Short Construct L] D+B+W+C

FW282R 5 Element Compressor Forceps ° TA015598 SZ387R  Ennovate MIS Rod Indicator v T
SR167R  Ennovate Open Cannula Sleeve, Long v - SZ390R  Ennovate MIS Rod Pusher Handle v S+C
SZ234R Optional: Ennovate Open Parallel Compressor Handle ° u S7392R Ennovate MIS Counter Torque Handle v _
SZ233R Optional: Ennovate Open Parallel Distractor Handle L] u $7393R Ennovate PolyBlocker ° B
SZ253R Optional: Ennovate Open Offset Working Tips v - FW692R $* Cleaning Device v _
SZ252R Optional: Ennovate Open Parallel Working Tips v -

SZ239R Ennovate Tray MIS Manipulation - -
SZ206R  Ennovate Tray Open Connector Application - - JA455R  Lid for AESCULAP OrthoTray DIN w/o Handle - TAO12714
JA455R Lid for AESCULAP OrthoTray DIN w/o Handle - TA012714 $7378R Ennovate MIS Downtube, Short v TA014987+C
SZ229R  Ennovate Torque Wrench Handle, SNm ° v S2389R  Ennovate MIS Rod Pusher, Short v TA0149874+C
SZ297R Ennovate Torque Wrench Shaft Connectors, 5Nm v - $7391R Ennovate MIS Set Screw Driver, Short v T
S2291R Ennovate Cross Connector Caliper v - SZ405R Optional: Ennovate FRI Downtube, Short v TA014988+C
SZ292R Ennovate Counter Torque Handle, Cross Connectors ° B+C Upper layer:
SZ290R Ennovate Cross Connector Holder v b SZ231R Ennovate MIS Parallel Distractor Forceps v TA014987
SZ295R Ennovate Rod-to-Rod Holder v - SZ232R Ennovate MIS Parallel Compressor Forceps v TA014987
SZ275R Ennovate Rod Rocker, Curved v - SZ388R Ennovate MIS Parallel Sleeves v B+C
K-wires: S7395R  Ennovate MIS CoDi C-Rings ° B
SZ204R Ennovate K-Wire Tray v - SZ396R Ennovate MIS Cage Sleeves v B+C
$370 Ennovate MIS K-Wire, Short, Nitinol v R SZ398P Ennovate MIS Alignment Working Port, Short v D
523695 Ennovate MIS K-Wire, Short v R S7399R  Ennovate MIS Alignment Tool, Short v D+B+C

SR139R Ennovate MIS Cannula Sleeve [ ] B




SZ236R Ennovate Tray MIS Extension - - SZ403R Ennovate Tray Open FRI - -
JA455R Lid for AESCULAP OrthoTray DIN w/o Handle - TA012714 JA455R Lid for AESCULAP OrthoTray DIN w/o Handle - TA012714
SZ378R Ennovate MIS Downtube, Short v TA014987+C SZ392R Ennovate MIS Counter Torque Handle v -
SZ385R Ennovate MIS Rod Inserter, Long Construct [ ] D+B+W+C SZ393R Ennovate PolyBlocker ° B
SZ389R Ennovate MIS Rod Pusher, Short v TA014987+C SR139R Ennovate MIS Cannula Sleeve ° B
SZ391R Ennovate MIS Set Screw Driver, Short v T SZ379R Ennovate MIS Downtube Locking Wrench v S+C
SZ382R Ennovate MIS Rod Length Caliper v D
SZ390R Ennovate MIS Rod Pusher Handle v S+C
SZ380R Ennovate MIS Removal Key, Short [ ] B
SZ363R Ennovate Tray MIS Optional - - SZ381R Ennovate MIS Screw Driver, Short v D+U+W+C
JA455R Lid for AESCULAP OrthoTray DIN w/o Handle - TA012714 SZ384R Ennovate MIS Rod Inserter, Short Construct [ ] D+B+W+C
SZ254R Optional: Ennovate Screw Tap & 4.5 mm v B+C
SZ255R Optional: Ennovate Screw Tap, & 5.5 mm v B+C
SZ256R Optional: Ennovate Screw Tap, @ 6.5 mm v B+C
SZ257R Optional: Ennovate Screw Tap, & 7.5 mm v B+C SZ461R Tray Open/MIS Adapters - -
SZ258R Ennovate Screw Tap, & 8.5 mm v B+C JA415R Lid for AESCULAP OrthoTray 1/2 w/o Handle - TA012714
SZ259R Ennovate Screw Tap, @ 9.5 mm v B+C SZ090R AESCULAP Navigation Adapter 3 Marker Spheres ° B
SZ260R Ennovate Screw Tap, @ 10.5 mm v B+C SZ091R AESCULAP Navigation Adapter 4 Marker Spheres [ ] B
SZ270R Ennovate French Rod Bender v - SZ092R AESCULAP Navigation Adapter 3 Marker Spheres Size L ° B
SZ365R Optional: Ennovate MIS K-Wire Trocar, Short [] D+B SZ093R AESCULAP Universal Navigation Adapter L-Shape ° B
SZ366R Optional: Ennovate MIS K-Wire Sleeve, Short v B+C SZ097R AESCULAP Navigation Adapter 3 Marker Spheres Size XL ° B
SZ368R Ennovate MIS Slotted Hammer v - SZ479R Ennovate Navigation handle tightening key v C
SZ376R Ennovate MIS Lumbar Pedicle Probe v B+C
SZ394T Ennovate MIS CoDi Device v -
SZ371R Ennovate MIS Skin Incision Guide v B+C
SZ375T Ennovate MIS Dilator Handle v - SZ463R Ennovate Tray Open Navigation Implantation - -
SZ465R Ennovate Navigation K-Wire Trocar v - JA455R Lid for AESCULAP OrthoTray DIN w/o Handle - TA012714
SZ466R Ennovate Navigation K-Wire Sleeve v B+C SZ483R Ennovate Navigation Ratchet Handle, Straight v D+B+C
SZ222R Ennovate Navigation Ratchet Handle, Straight v D+B+C
SZ225R Ennovate Quick Connect Ratchet Drop Shaped Handle v U+W+C
SZ482R Ennovate Navigation Ratchet T-Handle v D+B+C
SZ401R Ennovate Tray Open/MIS FRI - - SZ479R Ennovate Navigation Handle Tightening Key v -
JA455R Lid for AESCULAP OrthoTray DIN w/o Handle - TA012714 SZ464R Ennovate Navigation Pedicle Awl v -
SZ411R Ennovate FRI Distraction Arm, Short ° B SZ468R Ennovate Navigation Lumbar Pedicle Probe, Straight v -
SZ412R Ennovate FRI Spindle C-Ring v - SZ471R Ennovate Navigation Thoracic Pedicle Probe, Straight v -
SR139R Ennovate MIS Cannula Sleeve [ ] B SZ242R Optional: Ennovate Lumbar Pedicle Probe, Straight v -
FW238R Ennovate FRI Parallel Distractor [ ] D+B SZ243R Optional: Ennovate Lumbar Pedicle Probe, Curved v -
FW241R Ennovate FRI Distraction Spindle ] D S7244R Optional: Ennovate Thoracic Pedicle Probe, Straight v -
FW237R Ennovate FRI Fixation Nut Wrench v - SZ245R Optional: Ennovate Thoracic Pedicle Probe, Curved v -
Upper layer: SZ263R Optional: Ennovate Lumbar Pedicle Probe, Straight, Large v -
SZ405R Optional: Ennovate FRI Downtube, Short v TA014988+C SZ264R Optional: Ennovate Lumbar Pedicle Probe, Straight, Large v -
SZ406R Ennovate FRI Insert Pusher, Short v TA014988+C SZ376R Optional: Ennovate MIS Pedicle Probe, Straight, Large v B+C
SZ407R Ennovate FRI Rod Pusher, Short v TA014988+C SZ469R Optional: Ennovate Navigation Lumbar Pedicle Probe, Straight, v/ -
SZ408R Ennovate FRI Set Screw Driver, Short v T Larae
SZ470R Optional: Ennovate Navigation Cannulated Lumbar Pedicle v B+C
Probe, Straight
SZ472R Optional: Ennovate Navigation Thracic Pedicle Probe, Straight, v/ -
Large
SZ246R Ennovate Pedicle Sounder, Straight v -
SZ247R Optional: Ennovate Pedicle Sounder, Curved v -
SZ254R Ennovate Screw Tap, & 4.5 mm v B+C
SZ255R Ennovate Screw Tap, & 5.5 mm v B+C
SZ256R Ennovate Screw Tap, & 6.5 mm v B+C
SZ257R Ennovate Screw Tap, & 7.5 mm v B+C




SZ258R Ennovate Screw Tap, & 8.5 mm v B+C
SZ259R Optional: Ennovate Screw Tap, & 9.5 mm v B+C
SZ260R Ennovate Screw Tap, @ 10.5 mm v B+C
SZ481R Ennovate Navigation Screw Driver L] D+U+C
SZ262R Optional: Ennovate Screw Driver ° D+U+C
SZ265R Ennovate Screw Body Manipulator v -
FW692R Ennovate Percutaneous Cleaning Device v -
SZ228R Ennovate Torque Wrench Handle, 10Nm [ ] U+w
SZ282R Ennovate Counter Torque L-Handle v B+C
SZ391R Ennovate Set Screw Driver, Short v T
SR167R Ennovate Open Cannula Sleeve Long v -
SZ393R Ennovate PolyBlocker ° B
SZ272R Ennovate Rod Holding Forceps [ ] u
SZ332R Ennovate Complex Rod Gripper ] U+W
SZ280R Ennovate Set Screw Driver, with Handle v T
SZ333R Optional: Ennovate Complex Rod Rotation Wrench [ ] B
SZ2197 Optional: Ennovate Rod Template, 300 mm v -
SZ485R Ennovate Tray Open Navigation Drill Guide - -
JA455R Lid for AESCULAP OrthoTray DIN w/o Handle - TA012714
SZ483R Ennovate Navigation Ratchet Handle, Straight v D+B+C
SZ482R Ennovate Navigation Ratchet T-Handle v D+B+C
SZ479R Ennovate Navigation Handle Tightening Key v -
SZ474R Ennovate Navigation Drill Guide Handle v D+B+C
SZ481R Ennovate Screw Driver [ ] D+U+W+C
SZ475R Ennovate Navigation Drill Guide Tube for 4.5/5.5 Screw v B+C
SZ488R Ennovate Trocar 4.5/5.5 ] B
SZ476R Ennovate Drill for 4.5/5.5 Screw v -
SZ477R Ennovate Navigation Drill Guide Tube for 6.5/7.5 Screw B+C
SZ489R Ennovate Trocar 5.5/6.5 ° B
SZ478R Ennovate Drill For 6.5/7.5 Screw v -

SZ487R Ennovate Tray MIS Navigation Drill Guide - -

JA455R Lid for AESCULAP OrthoTray DIN w/o Handle - TA012714
SZ483R Ennovate Navigation Ratchet Handle, Straight v D+B+C
SZ222R Ennovate Navigation Ratchet Handle, Straight v D+B+C
SZ225R Ennovate Quick Connect Ratchet Drop Shaped Handle v U+W+C
SZ482R Ennovate Navigation Ratchet T-Handle v D+B+C
SZ479R Ennovate Navigation Handle Tightening Key v -

SZ465R Ennovate Navigation K-Wire Trocar v -

Sz466R Ennovate Navigation K-Wire Sleeve v B+C
SZ254R Ennovate Screw Tap, & 4.5 mm v B+C
SZ255R Optional: Ennovate Screw Tap, & 5.5 mm v B+C
SZ256R Ennovate Screw Tap, & 6.5 mm v B+C
SZ257R Ennovate Screw Tap, & 7.5 mm v B+C
SZ258R Optional: Ennovate Screw Tap, & 8.5 mm v B+C
SZ259R Optional: Ennovate Screw Tap, & 9.5 mm v B+C
SZ260R Optional: Ennovate Screw Tap, & 10.5 mm v B+C
SZ372T Ennovate MIS Dilator, Small v B+C
SZ373T Ennovate MIS Dilator, Medium v B+C
SZ374T Ennovate MIS Dilator, Large v B+C
SZ377R Ennovate Screw Length Measuring Device v B+C
SZ380R Ennovate Removal Key ° B

SZ481R Ennovate Navigation Screw Driver ° D+U+W+C
SZ381R Optional: Ennovate MIS Screwdriver, Short [ D+U+C
SZ382R Rod Length Caliper v D
FW692R Ennovate Percutaneous Cleaning Device v -

SZ228R Ennovate Torque Wrench Handle 10Nm ° U+W
SZ367R Ennovate K-Wire Forceps ° B

SZ384R Ennovate MIS Rod Inserter L] D+B+W+C
SZ387R Ennovate MIS Rod Indicator v T

SZ390R Ennovate Rod Pusher Handle v S+C
SZ392R Ennovate MIS Counter Torque Handle v -

SZ393R Ennovate PolyBlocker ° B

SZ379R Downtube Locking Wrench v S+C
SZ204R Ennovate K-Wire Tray - TA012714
SZ370 Ennovate K-Wires R

SZ369S Optional: Ennovate MIS K-Wire, Short v R
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AESCULAP® Ennovate
Storage System

1. Key to illustration

v Process product in storage without manual pre-cleaning.
° Process product in storage after manual pre-cleaning.
v Do not process product in storage.

- Not applicable

TAXXXXXX See the specific instructions for use.

B Manual pre-cleaning with brush

u Manual pre-cleaning with ultrasound and brush

W Manual pre-cleaning with water pistole

C Connect components with lumens and channels directly to the rinsing port of the injec-

tor carriage.

D Disassemble product prior to processing.

R Never resterilize and reuse used, explanted, damaged or contaminated implants. This
implant may not be reprocessed following contamination with blood (directly or indi-
rectly).

S Rinse the product under running water. Move the moving parts while doing so.

D Manually pre-clean the instrument (using a brush) if there are residues of bone, tissue

or ancillary materials (such as plaster or bone cement).

The depictions in this document are schematic representations only and may deviate from the actual product.

2. About this document

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

2.1 Scope

These instructions for use apply for the Ennovate storage systems and their graphics templates listed in the
set lists at the start of this document.

Note

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

» For article specific instructions for use and material compatibility and lifetime information, see B. Braun
elFU at eifu.bbraun.com

2.2 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.

3. Clinical use
3.1  Areas of use and limitations of use

3.1.1 Intended use
Ennovate storage units serve to receive and store Ennovate instruments during sterilization and transport,
including during cleaning for selected instruments.

3.1.2 Indications
Indications are described in the corresponding instructions for use of Ennovate implant TA014887.

3.1.3 Absolute contraindications
Absolute contraindications are described in the corresponding instructions for use Ennovate Implants
TA014887.

3.1.4 Relative contraindications
Relative contraindications are described in the corresponding instructions for use of Ennovate Implants
TA014887.

3.2 Safety information

3.2.1 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 train-
ing, 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

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.

3.2.2 Product

Product-specific safety information

» In order to prevent areas from being missed, always remove the graphic template from the storage unit
before cleaning.

» For instruments that are processed outside of the storage units: observe instructions for use of the instru-
ment.

» In addition to the information in these usage instructions, see also the following documents:

Art. no. Designation

TA012714 Instructions for use, trays and storage units

TA013756 Instructions for use, multi-part instruments with fitted top
TA015598 Instructions for use, distractor and compression forceps
TA014987 Instructions for use, Ennovate instruments for MIS access
TA014988 Instructions for use, Ennovate instruments for FRI

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

3.3  Application

The instrument storage units consist of a tray, a graphic template and a packing template. Every tray has pic-
tograms which indicate the position and orientation of the respective instruments.

A\ WARNING

Intraoperative contamination with blood, secretions, and other fluids may render the affected compo-
nent unsuitable for resterilization!

» Completely remove contaminations.

/\ WARNING
Risk of infection from unwashed areas!
» Remove the graphic template and cover before cleaning the tray.

» Equip tray according to pictograms/templates. Ensure that only the instruments that can be cleaned in the
tray are in the tray.

Note

Instruments that cannot be cleaned in the tray are identified in the tray with "y ".

» Manually pre-clean instruments according to set lists at the beginning of this document.

» Process equipped trays, see Validated reprocessing procedure.

» Clean instruments that cannot be cleaned in the tray according to the respective instructions for use.

Note

All instruments can be laid in the tray for sterilization.

4.  Validated reprocessing procedure

4.1 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 CID, observe the rele-
vant national requlations 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
operator/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.

4.2  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.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. 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".

4.3  Reusable products

Influences of the reprocessing which lead to damage to the product are not known.

A careful visual and functional inspection before the next use is the best option to determine if a product is
no longer functional, see Inspection.

4.4  Preparations at the place of use

» If 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.



4.5 Cleaning/Disinfection

4.5.1 Product-specific safety information on the reprocessing method

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

temperatures!

» Use cleaning agents and disinfectants according to the manufacturer's instructions.

» Observe specifications regarding concentration, temperature and exposure time.

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

» With PVD coated products, do not use oxidizing process chemicals (e.g. H,0,), as these can cause bleaching

or layer loss.

Use suitable cleaning/disinfecting agents if the product is put away in a wet condition. To prevent foaming

and degradation of the efficacy of the process chemicals: prior to mechanical cleaning and disinfection,

rinse the product thoroughly with running water

» Manually pre-clean the product (with a cleansing brush) if there are residues of bone, tissue or ancillary
materials (such as plaster or bone cement).

v

4.5.2 Validated cleaning and disinfection procedure

Mechanical alkaline clean-  m Place the product on a tray that is suit- Chapter Mechanical clean-

ing and thermal disinfec- able for cleaning (avoid rinsing blind ing/disinfection and sub-

tion spots). section:

B Instruments in set lists W Chapter Mechanical
with alkaline cleaning and

thermal disinfection

Manual pre-cleaning with  m Use a suitable cleaning brush. Chapter Mechanical clean-
brush and subsequent o ing/disinfection with man-
mechanical alkaline clean- ™ SZ384R.a"d SZ385R: Connect |ndEV|duaI ual pre-cleaning and sub-
ing and thermal disinfec- parts with lumens and channels directly section:

tion to the rinsing port of the injector carriage.

W Chapter Manual pre-
cleaning with a brush

W Chapter Mechanical
alkaline cleaning and
thermal disinfecting

B Instruments in set lists @ Place the product on a tray that is suit-
able for cleaning (avoid rinsing blind

with @ and B
spots).

Chapter Mechanical clean-

Manual pre-cleaning with @ Use a suitable cleaning brush.
ing/disinfection with man-

ultrasound and brush, and .
subsequent mechanical W Place the P“’E'““ ona trf’y Fhat s suit- ual pre-cleaning and sub-
alkaline cleaning and ther- able for cleaning (avoid rinsing blind section:

mal disinfection spots).

Instruments in set lists with "Notes" W: ® Chapter Manual pre-

cleaning with ultra-
sound and brush

® Chapter Mechanical
alkaline cleaning and
thermal disinfecting

B Instruments in set lists
with @ and U/W B Manual Pre-Cleaning:

- Phase I: Clean lumen with a suitable
bottle brush in the solution until all
discernible residues have been
removed from the surface.

- Phase Il: rinse lumen with spray noz-
zle (3.8 bar water pressure) at least 3
times for 20 seconds each.

4.6  Mechanical cleaning/disinfection
Note

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

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

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

Pre-rinse <25[77
I Cleaning 55/131 10 FD-W H Concentrate, alkaline:
- pH=
- <5 % anionic surfactant
W 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 clean-
ing 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 alcaline

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

4.7  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 ISO 15883).

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

4.7.1 Manual pre-cleaning with a brush

Disinfec- Aldehyde-free, phenol-free, and

tant (cold] QUAT-free concentrate, pH ~ 9%
cleaning
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
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.

4.7.2 Manual pre-cleaning with ultrasound and brush

Ultrasonic cleaning Aldehyde-free, phenol-
(cold] free, and QUAT-free con-
centrate, 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
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.

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

Prerinse <25[77
I Cleaning 55/131 10 FD-W B Concentrate, alkaline:
- pH~
- <5 % anionic surfactant
| working solution 0.5%
- pH=11"

1]} 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.



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

4.8.1 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 (such as handle colors, gold layers).

Check the products with long, slim shapes (in particular rotating instruments) for deformities.

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

Technical service.
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4.8.2 Functional test

A\ 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)
and identified locations with maintenance oil suitable for the respective sterilization process (e.g.
for steam sterilization: STERILIT® | il spray JG600 or STERILIT® | drip lubricator JG598).

» Check that the product functions correctly.

» Check the product for the function of the opening and closing mechanism between the basket and the
cover.

Check that all moving parts are working property (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.

vvyy

4.9  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 stor-
age.

4.10 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 ISO 17665
- Sterilization using fractionated vacuum process at 134 °C/holding time 5 min

» |f 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.

4.11 Storage

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

5. Maintenance and Service
5.1  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.

5.2  Spare parts
5.2.1 Ennovate Open

TF291 Packing template for SZ201R (5Z200)
TF296 Packing template for SZ206R (5Z205)
TF300 Packing template for SZ251R (52250)
TF301 Packing template for SZ221R (52220)

5.2.2 Ennovate MIS

TF292 Packing template for SZ361R (SZ360)
TF293 Packing template for SZ363R (52362)
TF297 Packing template for SZ236R (SZ235)
TF298 Packing template for SZ239R (52238)

5.2.3 Ennovate FRI

TF302 Packing template for SZ403R (5Z402)

TF304 Packing template for SZ401R (SZ400)

5.2.4 Ennovate Navigation

TF373 Packing template for SZ461R (SZ460)
TF374 Packing template for SZ463R (SZ462)
TF375 Packing template for SZ485R (SZ484)
TF376 Packing template for SZ487R (SZ486)
6.  Disposal
/\WARNING

Risk of infection due to contaminated products!
» Adhere to national regulations when disposing of or recycling the product, its components and its
packaging.

/\ WARNING

Risk of injury from sharp and/or pointed products!

» When disposing of or recycling the product, ensure that the packaging prevents the product from
causing injury.

Note

The user institution is obliged to reprocess the product before its disposal, see Validated reprocessing procedure.
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AESCULAP® Ennovate
Ulozny systém

1. Legenda
v Uprava produktu v zasobniku bez manualniho predéisténi.
° Uprava produktu v zasobniku po manudinim predéiténi.
v Produkt se v zasobniku neupravuje.

- Nelze pouzit

TAXXXXXX Viz prislusny navod k obsluze.

B Ruchni predcisténi kartackem

U Rucni predcisténi ultrazvukem a kartackem

W Ruéni predcisténi ostfikovaci pistoli

C Jednotlivé soucasti s luminy a kanalky pfipojte pfimo na specialni proplachovaci pfipoj

injektorového voziku.

D Pred pfipravou produkt demontujte.

R Nikdy znovu nesterilizujte a opétovné nepouzivejte implantaty, které byly pouzity,
explantovany, jsou poskozeny nebo kontaminovany. Tento implantat nesmi byt po kon-
taminaci krvi (pfima nebo nepfima kontaminace) znovu upravovan.

S Vyrobky oplachnéte pod tekouci vodou. Pfitom pohybujte pohyblivymi dily.

T V pipadé pfitomnosti zbytkd kosti, tkiné nebo pomocnych latek (napf. otiskovaci hmota,
kostni cement) musi byt nastroj ruéné (kartackem) pred¢istén.

Vyobrazeni v tomto dokumentu jsou jen schematicka a mohou se od skute¢ného produktu odliSovat.

2. K tomuto dokumentu

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

2.1 Oblast pouziti

Tento navod k obsluze plati pro ulozné systémy Ennovate a jejich grafické 3ablony, které jsou uvedeny
v seznamech sad na zacatku tohoto dokumentu.

Upozornéni

Prislusné oznaceni CE pro vyrobek je uvedeno na etiketé nebo na obalu vyrobku.

» Navody k pouZiti pro pfislusné vyrobky a informace o snaSenlivosti material(i a Zivotnosti naleznete v doku-
mentu B. Braun elFU na webu eifu.bbraun.com

2.2 \Vystrazna upozornéni

Vystrazna upozornéni poukazuji na rizika pro pacienta, uzivatele a/nebo vyrobek, kterda mohou vzniknout
béhem pouzivani vyrobku. Viystrazna upozornéni jsou oznacena nasledujicim zplisobem:

A\ VAROVANi
Oznaluje mozné hrozici nebezpedi. Pokud mu neni zabranéno, mize mit za nasledek lehka nebo stfedné
zranéni.

A\ PozOR
Oznaduje mozné hrozici vécné Skody. Pokud tomu neni zabranéno, nasledkem mizZe byt poskozeni
vyrobku.

3. Klinické pouziti
3.1  Oblasti pouziti a omezeni pouziti

3.1.1  Urceni ucelu

Zasobniky Ennovate slouzi k umisténi a ulozeni nastroji Ennovate béhem sterilizace a pfi piepravé, pro nékteré
nastroje také pfi ¢isténi.

3.1.2 Indikace

Indikace jsou popsany v navodu k pouziti pfislusnych implantati Ennovate TA014887.

3.1.3 Absolutni kontraindikace
Absolutni kontraindikace jsou popsany v navodu k pouziti pfislusnych implantati Ennovate TA014887.

3.1.4 Relativni kontraindikace
Relaltivni kontraindikace jsou popsany v navodu k pouziti pfislusnych implantatd Ennovate TAO14887.

3.2 Bezpecnostni pokyny

3.2.1 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.

Vyrobek a pfislusenstvi 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 pfistupném pro uzivatele.
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Upozornéni

UzZivatel je povinen vSechny zdvazné uddlosti, které vznikly v souvislosti s vyrobkem nahldsit vyrobci a kompe-
tentnimu uradu stdtu, ve kterém ma uZivatel sidlo.

Pokyny k operaénim zakrokim

Uzivatel nese zodpovédnost za odborné provedeni opera¢niho zakroku.

Predpokladem pro Uspésné pouzivani tohoto vyrobku je patficné klinické vzdélani i teoretické a praktické
zvladnuti potfebnych operacnich technik, véetné pouzivani tohoto vyrobku.

Uzivatel je povinen vyzvednout si informace u vyrobce, pokud existuje nejasna predoperacni situace ohledné
pouZziti vyrobku.

3.2.2  \Vyrobek

Bezpeénostni pokyny specifické pro vyrobek

» Abyste se vyhnuli prekryti pfi oplachovani, pred ¢iSténim ze zasobniku vzdy sejméte grafickou Sablonu.
» U nastroja, které jsou upravovany mimo zasobnik, dodrzujte pokyny v navodu k pouZiti nastroje.

» Navic k informacim v tomto navodu k obsluze dodrzujte také tyto dokumenty:

C. vyr. Oznaéeni

TA012714 Navod k pouZiti Sita a zasobniky

TA013756 Navod k pouziti Vicedilné nastroje s pfilozenym uzavérem
TA015598 Navod k pouziti Distrakéni a kompresni klesté

TA014987 Navod k pouziti Nastroje pro MIS pfistup Ennovate
TA014988 Navod k pouziti Nastroje pro FRI Ennovate

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

3.3 Pouziti

Zasobniky nastroju se skladaji ze sita, grafické Sablony a Sablony pro baleni. Kazdé sito ma piktogramy, které
vyobrazuji polohu a orientaci pfislusnych nastroji.

/A\VAROVANI
Ohrozeni moznosti resterilizace p¥i zne€isténi krvi, sekrety a kapalinami v prib&hu operace!
» Znedisténi peclivé odstrarite.

/\VAROVANI
Nebezpedi infekce v dusledku pFekryti pfi proplachovani!
» Grafickou Sablonu a viko pFed ¢isténim sejméte ze sita.

» Nastroje vkladejte do sita tak, jak ukazuji piktogramy/Sablony. Zajistéte pfitom, aby v situ byly pouze
nastroje, které mohou byt v situ vycistény.

Upozornéni

Ndstroje, které v situ nemohou byt vy¢istény, jsou v situ oznaceny znackou "y ".

» Nastroje podle seznamu sad na zacatku tohoto dokumentu ruéné predcistéte.

» Pripravte sita s vloZzenymi nastroji, viz Validovana metoda tpravy.

» Nastroje, které nemohou byt vy¢istény v situ, vycistéte podle navodu k obsluze.

Upozornéni

Pro sterilizaci mohou byt do sita vloZeny vsechny ndstroje.

4.  Validovana metoda upravy

4.1  Vseobecné bezpecnostni pokyny

Upozornéni

Dodrzujte ndrodni zdkonné predpisy, ndrodni a mezindrodni normy a smérnice a také vlastni hygienické predpisy
pro tupravu.

Upozornéni

U pacienti s Creutzfeldt-Jakobovou nemoci (CIN), podezienim na CIN nebo jeji mozné varianty dodrZujte
v otdzkdch upravy vyrobki aktudlné platné ndrodni predpisy.

Upozornéni

Strojni upravu je zapotrebi kvili lepsimu a spolehlivéjsimu vysledku ¢isténi upfednostnit pfed ruénim ¢isténim.
Upozornéni

Méjte na paméti, Ze uspésnd uprava tohoto zdravotnického prostiedku mize byt zajiSténa pouze po predchozi
validaci procest dpravy. Zodpovédnost za to nese provozovatel/subjekt provddéjici upravu.

Upozornéni

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

Upozornéni

Aktudini informace o pripravé a sndSenlivosti materidlu naleznete také na B.Braun elFU na adrese
eifu.bbraun.com

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

4.2 Vseobecné pokyny

Zaschlé resp. ulpéné zbytky po operaci mohou ¢isténi zkomplikovat resp. eliminovat jeho ¢innost a mohou

vést ke korozi. Proto by neméla doba mezi pouzitim a tpravou prekrocit 6 hodin a nemély by se aplikovat

fixaéni teploty k pfed¢isténi >45 °C a nemély pouzivat zadné fixaéni desinfekéni prostfedky (na bazi aldehydu

nebo alkoholu).

Predavkovani neutralizacnich prostfedki nebo zakladnich Cisticich prostiedki mize mit za nasledek chemické

napadeni a/nebo vyblednuti a vizudlni nebo strojni necitelnost laserovych popiski na nerezavéjici oceli.

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

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

koroze po mechanickém napéti) a tim ke zni¢eni vyrobkd. K odstranéni je zapottebi dostateény oplach demi-

neralizovanou vodou s naslednym susenim.

V pfipadé potreby dosuste.

Smi se pouzivat pouze prezkouSené a schvalené procesni chemikalie (napf. schvéleni VAH nebo FDA, popf.

oznaeni CE) a doporucené vyrobcem chemikalie s ohledem na snasenlivost materialii. Veskeré pokyny k pou-

Ziti od vyrobce chemikalie je nutno disledné dodrzovat. V opaéném pfipadé mohou nastat nasledujici pro-

blémy:

W Optické zmény materidlu jako napf. vyblednuti nebo zmény barvy u titanu a hliniku. U hliniku mize dojit
k viditelnym zmé&nam 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, pro-
toze jinak hrozi nebezpeci koroze.

» Dalsi podrobné pokyny k hygienicky bezpecné opétovné tpravé Setrné vici materidlu a zachovavajici hod-
noty viz na www.a-k-i.org Rubrika "AKI-Brochures", "Red brochure".

4.3 Vyrobky k opakovanému pouziti
Vlivy predsterilizacni pfipravy vedouci k poskozeni vyrobku nejsou znamy.

Nejlepsi moznosti, jak rozpoznat jiz nefunkéni vyrobek, je pecliva vizualni a funkéni kontrola pred dalSim pou-
Zitim viz Revize.



4.4  Pfiprava na misté pouziti

» V pripadé potieby oplachnéte neviditelné povrchy pokud mozno demineralizovanou vodou, napf. s pouzitim
jednorazové stiikacky.

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

» \Vyrobek transportujte suchy v uzavienych pfevoznich kontejnerech do 6 h k ¢isténi a desinfekei.

4.5  Cidténi/dezinfekce

4.5.1 Bezpeénostni pokyny k postupu predsterilizaéni pFipravy specifické pro vyrobek

Riziko poskozeni nebo zni¢eni vyrobku nevhodnymi ¢isticimi/dezinfekénimi prostfedky a/nebo pfilis vysokymi

teplotami!

» Cistici a desinfekéni prostredky pouZivejte podle pokyni vyrobce.

Dodrzujte pokyny pro koncentraci, teplotu a dobu plisobeni.

Neprekracujte dezinfekéni teplotu 95 °C.

V pfipadé& vyrobk{ opatienych vrstvou PVD nepouzivejte chemikalie s oxidaénim cinkem (napf. H,0,), pro-

toze by mohlo dojit k vyblednuti/ztraté vrstvy.

PFi dekontaminaci mokrou cestou pouzivejte vhodné Eistici/dezinfekéni prostfedky. Pro zamezeni tvorby

pény a zhorseni Gcinnosti procesni chemie: Ped strojnim CiSténim a dezinfekei vyrobek dikladné oplach-

néte pod tekouci vodou

» V piipadé pfitomnosti zbytkd kosti, tkané nebo pomocnych latek (napf. otiskovaci hmota, kostni cement):
Vyrobek ruéné predgistéte (Cisticim kartacem).

vvyy

v

4.5.2 Validovany postup ¢isténi a dezinfekce

Strojni alkalické ¢isténi B Vyrobek ukladejte do sitového kose urée-  Kapitola Strojni ¢is-
a tepelna dezinfekce ného k &isténi (zabrante vzniku oplacho- téni/desir]fekce
®m Néstroje v seznamech vych stind). a podkapitola:
sad se znackou m Kapitola Strojni alka-
lické ¢isténi a tepelna
dezinfekce

Ruénipfedtisténikartitem  m Pouzivejte vhodny Cistici kartac. Kapitola Strojni ¢is-
anasledné strojni alkalické L téni/dezinfekce s ruénim
Cisténi a tepelna dezin- = 5238‘_“? a SZ38,5R: J?_dno_tllvewsoucastl predcisténim a podkapi-
fekce s luminy a kanalky pfipojte pfimo na spe-  5)5-

cialni proplachovaci pfipoj injektorového

W Nastroje v seznamech voziku,

sad se znackou @ a B

® Kapitola Ru¢ni pred¢is-
téni kartack
W Vyrobek ukladejte do sitového kose urce- eni kartackem

ného k Cisténi (zabrafite vzniku oplacho- B Kapitola Strojni alka-

wych stind). Iick.é Cisténi a tepelna
desinfekce
Ruéni ¢isténi ultrazvukem  m Pouzivejte vhodny Cistici kartac. Kapitola Strojni ¢is-
a kartacem a nasledné ) L L, L. téni/dezinfekce s ru¢nim
B Vyrobek ukladejte do sitového koSe urce-

! s N . predcisténim
n§h0 kFlstem (zabrafite vzniku oplacho- 5 podkapitola:
L vych stind). . PEPE,
B Nastroje v seznamech e . . M Kapitola Ruéni pred¢is-
N Nastroje v seznamech sad se znackou ,Notes' L
sad se znackou @ a W: téni ultrazvukem a kar-
u/w : tackem
W Manualni pred¢isténi:

- Faze I: Luminy Cistéte vhodnym kula-
tym kartacem v roztoku tak dlouho, az
na povrchu nebudou viditelné zadné
zbytky.

- Faze II: Luminy omyvejte ostfikovaci
pistoli (vodni tlak 3,8 bar) miniméalné
3krat po 20 vtefinach.

strojni alkalické ¢isténi
a tepelna dezinfekce

W Kapitola Strojni alka-
lické cisténi a tepelna
desinfekce

4.6  Strojni ¢isténi/desinfekce
Upozornéni

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

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

4.6.1 Strojni alkalické ¢iSténi a tepelna dezinfekce
Typ pristroje: Jednokomorovy Cistici/desinfekéni pfistroj bez ultrazvuku

Predmyti <25[77
] Cisténi 55/131 10 DEV W Koncentrat, alkalicky:
- pH~
- <5 0% aniontové tenzidy
M Pracovn roztok 0,5 %
- pH~11*
1]} Mezioplach >10/50 1 DEV -
\" Termodesinfekce 90/194 5 DEV -
\ Suseni - - - Podle programu ¢isticiho a desin-
fekéniho pfistroje
T-W: Pitna voda
DEV: Zcela soli zbavena voda (demineralizovand, z mikrobiologického hlediska minimalné v kvalité
pitné vody)

*Doporuceno: BBraun Helimatic Cleaner alcaline

» Po strojnim ¢isténi a dezinfekei zkontrolujte vSechny viditelné povrchy, zda na nich nejsou zbytky.

4.7  Strojni ¢iSténi/dezinfekce s ruénim pred¢isténim
Upozornéni

Cisticia desinfekéni pristroj musi mit ovéfenou uéinnost (napf. povoleni FDA nebo oznaéeni CE na zakladé normy
DIN EN ISO 15883).

Upozornéni
Pouzity ¢iatici a desinfekéni pistroj musi byt pravidelné udrZovany a kontrolovany.

4.7.1 Rucni pfedcisténi kartackem

Desinfekéni Koncentrat neobsahujici alde-
&isténi [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
Cisténi a dezinfekce.

Faze |

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

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

» V pfipadé 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 stfikacky na jedno pouZiti dezinfekénim rozto-
kem s Cisticim Uc¢inkem, minimalné vsak 5 krat.

Faze Il
» Vyrobek dikladné oplachnéte/proplachnéte pod tekouci vodou (v3echny pfistupné povrchy).
» Netuhymi komponentami jako napf. stavécimi Srouby, klouby atd. v prabéhu proplachovani pohybuijte.

4.7.2  Rucni pfedcisténi ultrazvukem a kartackem

Ultrazvukové Koncentrat neobsahujici alde-

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

*Doporuceno: BBraun Stabimed fresh

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

Faze |

» \lyrobek Cistéte minimané 15 min v ultrazvukové lazni (frekvence 35 kHz). Pfitom je zapotiebi dbat na to,
aby viechny pfistupné plochy byly namogeny a zabranit vzniku zvukovych stind.

» Vyrobek Cistéte vhodnym Cisticim kartacem v roztoku tak dlouho, az na povrchu nebudou viditelné zadné
zbytky.

» V pfipadé 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 stfikacky na jedno pouziti dezinfekénim rozto-
kem s Cisticim Uc¢inkem, minimalné vsak 5 krat.

Faze Il
» Vyrobek dikladné oplachnéte/proplachnéte pod tekouci vodou (v3echny pfistupné povrchy).
» Netuhymi komponentami jako napf. stavécimi Srouby, klouby atd. v priibéhu proplachovani pohybujte.

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

Pfedoplach <25/77
I Cisténi 55/131 10 DEV ® Koncentrat, alkalicky:
- pH~
- <5 % aniontové tenzidy
W 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 dezin-
fekeni 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.



4.8  Revize
» \Vlyrobek nechejte vychladnout na teplotu mistnosti.
» Mokry nebo vihky vyrobek vysuste.

4.8.1 Vizualni kontrola

» Ujistéte se, Ze byly odstranény vSechny necistoty. Pfitom je potfeba dat pozor zejména na napf. licované
plochy, zavésy, dfiky, prohloubena mista, vrtaci drazky i boky zubt na rasplich.

» U znetisténych vyrobka: Proces ¢isténi/dezinfekce zopakujte.

» Zkontrolujte vyrobek, zda neni poskozeny, napf. izolace, zkorodované, volné, ohnuté, rozlomené, popras-
kané, opotfebené, silné poskrabané a odlomené dily.

» Zkontrolujte vyrobek, zda nechybi napisy a/nebo barevna oznaceni nebo nejsou vybledIé (napf. barva ruko-
jeti, pozlaceni).

» Viyrobek s izkym dlouhym tvarem zkontrolujte, zda neni zdeformovan (zejména rotujici nastroje).

» Zkontrolujte, zda nejsou poskozeny fezné hrany, zda jsou hladké, ostré, nevroubkované nebo nevykazuji jina

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 chybéjici dily.

Poskozeny anebo opotiebovany vyrobek okamzité vyfadte a predejte technickému servisu spolecnosti

Aesculap, viz Technicky servis.

vyvvyyvyyvy

4.8.2  Funk¢ni zkouska
A\ POZOR

Net & posk i vyrobku (k y

p

I I i/korozi odérem) v dusledku nedostateéného mazani ole-

jem!

» Pohyblivé dily (napF. klouby, posuvné dily a zavitové tyce) a oznadena mista pred funkéni zkouskou
naolejujte o3etfovacim olejem vhodnym pro pouZitou sterilizaéni metodu (napt. v pripadé parni ste-
rilizace olejovy sprej STERILIT® | JG600 nebo olejni¢ka STERILIT® | JG598).

» Zkontrolujte fungovani vyrobku.

Zkontrolujte funkei oteviraciho a zaviraciho mechanismu vyrobku mezi sitovym kosem a vikem.

Zkontrolujte viechny pohyblivé Easti (napF. zavésy, zamky/zavory, posuvné asti atd.), zda jsou zcela pohyb-

livé.

» Zkontrolujte kompatibilitu s prislusnymi vyrobky.

» Nefunkéni vyrobek okamzité vyradte a predejte technickému servisu spolecnosti Aesculap, viz Technicky
servis.

4.9  Baleni

» Vyrobek ulozte na pfislusné skladovaci misto nebo do vhodného sitového kose. Zajistéte ochranu ostfi
nastrojl.

» Sitové ko3e zabalte pfiméfené sterilizaénimu postupu (napf. do sterilnich kontejneri Aesculap).

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

vy

4.10 Parni sterilizace

» Zajistéte, aby sterilizatni prostfedek mél pfistup ke viem vn&jsim i vnitfnim povrchim (napf. otevienim
ventilG a kohoutd).

» 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 plisobeni 5 min

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

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

5.  Udriba a servis
5.1  Technicky servis

A\ POZOR

Provadéni zmén na zdravotnickych prostfedcich mize mit za nasledek ztratu zaruky/naroku ze zaruky
jakoz i pFipadnych povoleni.

» Na vyrobku neprovadéjte zmény.

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

Adresy servisi

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 dalich servisu se dozvite prostiednictvim vyse uvedené adresy.

5.2 Nahradni dily
5.2.1 Ennovate Open

TF291 Sablona baleni pro SZ201R (52200)
TF296 Sablona baleni pro SZ206R (SZ205)
TF300 Sablona baleni pro SZ251R (SZ250)
TF301 Sablona baleni pro SZ221R (52220)

5.2.2 Ennovate MIS

TF292 Sablona baleni pro SZ361R (SZ360)
TF293 Sablona baleni pro SZ363R (SZ362)
TF297 Sablona baleni pro SZ236R (52235)

TF298 Sablona baleni pro SZ239R (SZ238)

5.2.3 Ennovate FRI

TF302 Sablona baleni pro SZ403R (5Z402)

TF304 Sablona baleni pro SZ401R (SZ400)

5.2.4 Ennovate Navigation

TF373 Sablona baleni pro SZ461R (5Z460)
TF374 Sablona baleni pro SZ463R (5Z462)
TF375 Sablona baleni pro SZ485R (SZ484)
TF376 Sablona baleni pro SZ487R (5Z486)

6. Likvidace

A\ VAROVANI
Neb &i infekce zplisobené k i ymi vyrobky!

P y

» P¥i likvidaci nebo recyklaci vyrobku, jeho komponent a jejich obali dodrzujte narodni pfedpisy.

A\ VAROVANI

Nebezpedi poranéni o vyrobky s ostrymi hranami a/nebo 3picaté vyrobky!

> P¥i likvidaci nebo recyklaci vyrobku zajistéte, aby obal zabraiioval poranéni o vyrobek.
Upozornéni

Wrobek musi byt pred likvidaci zpracovdn provozovatelem, viz Validovand metoda upravy.

7.  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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