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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 for the CranioPlate System 1.5 mm - Micro screws and micro plates.
Note

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

» For article-specific instructions for use as well as information on material compatibility and lifetime 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 pro-
duct. Safety messages are labeled as follows:

/N DANGER
Indicates a possible threat of danger. If not avoided, death or serious injury may result.

/\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 Product description

Additional information on Aesculap implant systems is available from B. Braun/Aesculap or from your local
B. Braun/Aesculap agency.

2.1.1  Materials

The materials used in the implant are listed on the packaging:

W Titanium alloy Ti6AI4V according to ISO 5832-3

W Pure titanium according to IS0 5832-2

The titanium implants are anodized with a colored oxide layer. Slight changes in coloration may occur, but do not
affect the implant quality.

2.2 Areas of use and limitations of use

2.2.1 Intended use

The CranioPlate system 1.5 mm is used for the osteosynthesis of bone fractures, craniotomized bone flaps and bridg-
ing cranial bone defects.

It consists of:

B Micro screws

® Micro plates

B Micro meshes

There is a special instrument set for implanting these elements.

Trays are used for holding or storing medical devices, such as instruments, implants or motor components during
cleaning and sterilization, as well as during transport.

2.2.2 Indications
B Craniofacial surgery

W Cranial bone flaps

H Cranial fractures

W Certain fractures of the midface and craniofacial skull

W Certain orthognathic fractures of the jaws and chin

H Other reconstructive indications at the skull

2.2.3 Contraindications

B Severe osteoporosis or osteomalacia

B Severely damaged bone structures that could prevent stable implantation of implant components
B Bone tumors in the region of the implant anchoring

W Lack of cooperation on the part of the patient

B Foreign-body sensitivity and oversensitivity against the implant materials
W Fever

B Acute or chronic infections in the region of the implant anchoring

B Degenerative bone diseases

B Anticipated overload on the implant

2.3 Risks, adverse effects and interactions

As part of the legal duty to inform, the following typical risks, interactions and side effects associated with the use
of surgical instruments are pointed out.

Possible risks, side effects and interactions of the application currently known to the manufacturer are:
Changes in position, loosening, wear and tear on, or fracture of implant components

Primary and secondary infections

Tissue reaction to implant materials

Injury to blood vessels and nerves

Haematosis and wound healing disorders

Implant failure resulting from excessive load:

- Warping or bending

- Loosening

- Breakage

- Inadequate fixation

- Failed or delayed fusion

2.4  Safety information

2.4.1  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 regar-
ding the use of the product.

2.42 Product
Product-specific safety information

AN

Interactions between MRI and implant components!

H MRI examinations using magnetic fields of 1.5 and 3.0 tesla do not present an additional risk to implant
bearers.

B Implants produce moderate MRI artifacts. Depending on the MR pulse frequency, the size of the artifacts
may vary.

W |t is the operating surgeon's responsibility to ensure that the surgical procedure is performed correctly.

B The implant components implanted must be documented in all patient records, including the article numbers of
components, implant designation, batch number and serial number (if available).

B The operating surgeon must have a thorough understanding of both the hands-on and conceptual aspects of the
established operating techniques.

M The operating surgeon must be fully conversant with bone anatomy, including the pathways of nerves, blood ves-
sels, muscles, and tendons.

W Aesculap is not responsible for any complications arising from incorrect diagnosis, choice of incorrect implant,
incorrectly combined implant components and/or operating techniques, the limitations of treatment methods,
or lack of asepsis.

B Do not, under any circumstances, use damaged or surgically removed components.

B Implants already used must not be reused.

W The forces to be transferred by the implant must be kept to the achievable minimum.

B Delayed healing can cause implant breakage due to metal fatigue.

B Micro screws once removed from the screw magazine must not be put back into the screw magazine.

B Mesh and micro plates must not be bent multiple times.

W Replace the screwdriver blade as soon as it is worn (loss of friction).

Note

The screw heads are not equalized in meshes of 0.3 mm thickness.

Note

Inappropriate fixation or any combination with other fixation methods (sutures, clamp systems) can result in the for-

mation of steps, shifts of the calvarium and loosening and breakage of implant components.

Note

Combine implant components of Aesculap CranioPlate System 1.5 mm with each other only.

2.4.3 Sterility

The product is delivered in an unsterile condition.

For implant components in original packaging:

» Store implant components in their original packaging. Remove them from their original protective packaging
only just prior to implantation.

» Use the storage tray for sterilization and sterile prep.

» Ensure that the implant components do not come into contact with instruments in the implant system storage
devices.

» Ensure that the implant components are not damaged in any way.

2.5 Application

A\DANGER

Damage to the CNS and poor cosmetic results due to insufficient fixation of fragments and inadequate bridg-

ing of bone defects achieved with the meshes!

» Carry out a stability check of the surgical provision.

» Use a more substantial mesh.

» Cover the cranial bone defect with mesh so that it is overlapping to enable sufficient circumferential fix-
ation with screws.

» Insert additional screws.

A\ WARNING
Tissue irritation caused by sharp cut edges after cutting the mesh!
» Use different cutting forceps.

/\ WARNING

Risk of implant malfunction due to incorrect application!

> Take care that any excentric motion due to the screwdriver iskepttoa
the micro screws.

> Insert the screw at right angles to the bone surface plane and the implant.

» Drive in the screw on the screwdriver axis. Do not tilt the screw.

» For hard bone: Predrill the screw holes.

when inserting

The following conditions must be fulfilled prior to application:

B All the requisite special implantation instruments must be present and in good working order.

W The operating surgeon and operating room team are thoroughly conversant with the operating technique and
with the available range of implants and instruments; information materials on these subjects must be complete
and ready to hand.

The intervention has been explained to the patient, whose consent concerning the following information has been

documented:

M The implants must not be subjected to overload through extreme strains, hard physical work or exercise. The
implant may loosen or suffer material fracture if subjected to excessive load.

W The patient must be informed about the limits of allowable strain on the implant, and be given appropriate
behavior guidelines. The risks of transgressing these rules must be explained to the patient.

B The patient must undergo regular medical follow-up examinations.

Further information on B. Braun/Aesculap implant systems is available at any time from B. Braun/Aesculap or from

the responsible B. Braun/Aesculap branch.



3.  Validated reprocessing procedure

3.1  General safety instructions

Note

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

Note

For patients with Creutzfeldt-Jakob disease (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.

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".

3.3  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 opportunity to recognize a product that is
no longer functional, see Inspection.

3.4  Preparations at the place of use

> If applicable, rinse non-visible surfaces preferably with deionized water, with a disposable syringe for 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 Disassembling the screwdriver
» Retract sliding ring 2 on the handle 1.
» Pull blade 3 out of the handle 1.

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!

> Following the manufacturer's instructions, use cleaning and disinfecting agents
- that are approved for plastics, surgical steel varieties, titanium alloy and pure titanium,
- that do not attack softeners (e.g., in silicone).
» Observe specifications regarding concentration, temperature and exposure time.
» Do not exceed the maximum allowable disinfection temperature of 95 °C.
The storage tray is provided only for sterilization.
» Do not process the products in the storage tray (FM910P).
Note
The micro screws are processed in their screw magazines. The micro plates and micro mesh can be processed in the
modules (FM913P and FM915P).
P Process the instruments separately from the implant system storage modules.
» If the microsurgical products can be securely fixed in machines or storage devices in such a way that they will
be cleaned thoroughly, clean and disinfect them mechanically.

3.6.2 Validated cleaning and disinfection procedure

Validated procedure

Manual cleaning with immersion

disinfection

W CranioPlate Instruments
FM903R to FM905R

m CranioPlate Instruments
FM916R to FM917R

m CranioPlate storage units
FM910P to FM915P

Manual cleaning with ultrasound

and immersion disinfection

m CranioPlate Screwdriver
FM902R

Mechanical alkaline cleaning and
thermal disinfection
W CranioPlate Instruments
FM903R to FM905R
m CranioPlate Instruments
FM916R to FM917R
CranioPlate storage units
FM910P to FM915P
CranioPlate screw magazine
FM920T to FM929T
CranioPlate plates and mesh
FM960T to FM983T

Manual pre-cleaning with brush
and subsequent mechanical alka-
line cleaning and thermal disinfec-

Specific requirements

W Suitable cleaning brush
B Disposable syringe 20 ml

W Suitable cleaning brush
H Disposable syringe 20 ml

B Place the product on a tray that
is suitable for cleaning (avoid
rinsing blind spots).

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

B Suitable cleaning brush
m Disposable syringe 20 m|

Reference

Chapter Manual cleaning/disinfec-

tion and subsection:

B Chapter Manual cleaning with
immersion disinfection

Chapter Manual cleaning/disinfec-

tion and subsection:

m Chapter Manual cleaning with
ultrasound and immersion dis-
infection

Chapter Mechanical cleaning/dis-

infection and subsection:

W Chapter Mechanical alkaline
cleaning and thermal disinfect-
ing

Chapter Mechanical cleaning/dis-
infection with manual pre-clean-
ing and subsection:

tion B Place the product on a tray that

W Chapter Manual pre-cleaning
is suitable for cleaning (avoid

W CranioPlate Screwdriver with a brush
rinsing blind spots).
FM902R 9 pots) W Chapter Mechanical alkaline
W Place the product on the tray cleaning and thermal disinfect-
with all product links and joints ing
open.

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 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)
n Disinfection RT 5 2 D-W Aldehyde-free, phenol-free, and
(cold) QUAT-free concentrate, pH ~ 9*
\" Final rinse RT 1 - FD-W -
(cold)
\ Drying RT - - - -
D-W: Drinking water
FD-W: Fully desalinated water (demineralized, microbiological, at least of drinking water quality)
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 |

» 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.

Phase Il

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

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

» Drain any remaining water fully.

Phase Il

» Fully immerse the product in the disinfectant solution.

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

P 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.



3.7.2 ing 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)
m Disinfection RT 5 2 D-W Aldehyde-free, phenol-free,

3.9 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.

3.9.1 Manual pre-cleaning with a brush

(cold) and QUAT-free concentrate, Disinfecting clean- Aldehyde-free, phenol-free, and
pH ~ 9* ing (cold QUAT-free concentrate, pH ~ 9*
\Y Final rinse RT 1 - FD-W - I Rinsing RT 1 - D-W -
(cold) (cold)
v Drying RT - - - - D-W: Drinking water
RT: Room temperature
D-W: Drinking water *Recommended: BBraun Stabimed fresh
FD-W: Fully desalinated water (demi ized, icrobi i tamination: drinkil t it . . . . " . . . .
a:llt/asi)sallna ed water (demineralized, low microbiological contamination: drinking water quality » Note the information on appropriate cleaning brushes and disposable syringes, see Validated cleaning and dis-
infection procedure.
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, ete. during rinsing.

» Drain any remaining water fully.

Phase lll

» 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

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

Prerinse <25[77
I Cleaning 55/131 10 FD-W m Concentrate, alkaline:
- pH~13
- <5 % anionic surfactant
B working solution 0.5%
- pH=11"
mn Intermediate rinse >10/50 1 FD-W -
\" Thermal disinfecting 90/194 5 FD-W -
v Drying - - - According to the program for cleaning
and disinfection device
DW: 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.

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.

Phase Il

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

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

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

Prerinse <2577
I Cleaning 55/131 10 FD-W B Concentrate, alkaline:
- pH=13
- <5 0% anionic surfactant
B working solution 0.5%
- pH=11"
n Intermediate rinse >10/50 1 FD-W -
v Thermal disinfecting 90/194 5 FD-W -
A" 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 alcaline

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

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

3.10.1 Visual inspection

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

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

» Check the product for damage to the spiral element.

» 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.
3.10.2 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).

Assemble disassembled products, see Assembling the screwdriver.

Check that the product functions correctly.

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.

>
>
>
>

3.11 Assembling the screwdriver
» Retract sliding ring 2 on the handle 1.
> Push the blade 3 up to the stop in the handle 1.

3.12 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.



3.13 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

P Ifseveral 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.

3.14 Storage

P 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

/A 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.

/\ WARNING

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

» When disposing of or recycling the product, ensure that the packaging prevents injury by the product.
Note

The user institution is obliged to reprocess the product before its disposal, see Validated reprocessing procedure.
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AESCULAP®
.CranioPlate” sistema 1,5 mm - mikrovarztai ir mikroplokstelés

Aprasas

A UzZrakinta varZto détuvés padétis (uzdaryta)
B Varzty détuves veikimas

C Atrakinta varzto détuvés padétis (atidaryta)
D Atsuktuvo mentés sukabinimas [ atkabinimas
1 Rankena

2 Stumdomas Ziedas

3 Menté

1. Apie §j dokumentg
Pastaba
Sioje naudojimo instrukcijoje neaprasyta bendroji chirurginés intervencijos rizika.

1.1 Taikymo sritis

Sios naudojimo instrukcijos taikomos ,CranioPlate” sistemai 1,5 mm - mikrovarztams ir mikroplokstelems.
Pastaba

Atitinkamai galiojantis gaminio CE Zenklas nurodytas gaminio etiketéje arba ant pakuotés.

» Konkretaus straipsnio naudojimo instrukcijos, taip pat informacija apie medziagy suderinamuma ir eksploata-
vimo trukme pateikta B. Braun elFU eifu.bbraun.com

1.2 Ispé&jamieji nurodymai
|spéjamaisiais nurodymais jspéjama apie pavojus, galin¢ius kilti naudojant gaminj, pacientui, naudotojui ir (arba)
gaminiui. |spéjamieji nurodymai zymimi taip:

A ravoius

Reiskia potencialiai gresiantj pavojy. Jo neisvengus, galima mirtis arba sunkiis suzalojimai.

A\ |SPEJIMAS

Reiskia potencialiai gresiantj pavojy. Jo neiSvengus, galimi lengvi arba vidutinio sunkumo suzalojimai.
/\ ATSARGIAI

Reiskia potencialiai gresiancia materialing Zalg. Jos neiSvengus, gaminys gali buti di

2. Klinikinis taikymas

2.1 Gaminio apraSymas

Papildoma informacijg apie ,Aesculap implant systems" galima gauti i$ ,B. Braun"/,Aesculap” arba i3 savo vietinio
.B. Braun"/,Aesculap” atstovo.

2.1.1 Medziagos

Implante naudojamos medziagos yra iSvardytos ant pakuotés:

W Titano lydinys Ti6AI4V pagal ISO 5832-3

B Grynas titanas pagal ISO 5832-2

Titano implantai anoduojami spalvotu oksido sluoksniu. Gali atsirasti nedideli spalvos poky¢iai, taciau jie nedaro jta-
kos implanto kokybei.

2.2 Naudojimo sritys ir naudojimo apribojimai

2.2.1 Naudojimo paskirtis

.CranioPlate” sistema 1,5 mm naudojama kauly |aziy, kaukolés kauly atvarty ir jungiamyjy kaukolés kauly defekty
osteosintezei atlikti.

Ja sudaro::

B Mikrovarztai

B Mikroplokstelés

m  Mikrotinkleliai

Yra specialus instrumentas, skirtas Siems elementams implantuoti.

Déklai naudojami laikyti ar saugoti medicinos prietaisus, pvz., instrumentus, implantus ar variklio komponentus,
valymo ir sterilizavimo metu, taip pat transportavimo metu.

2.2.2 Indikacijos

B Kaukolés ir veido chirurgija

Kaukolés kauly atvartai

Kaukolés luziai

Tam tikri vidurinés veido dalies ir kaukolés-veido luziai
Tam tikri Zandikauliy ir smakro ortognatiski luziai
Kitos rekonstrukcinés indikacijos kaukoléje

.2.3  Kontraindikacijos
Sunki osteoporozé ar osteomaliacija
Labai pazeistos kauly struktaros, kurios gali uzkirsti kelig stabiliam implanto komponenty implantavimui
Kauly navikai implanto tvirtinimo srityje
Paciento bendradarbiavimo stoka
Jautrumas svetimkaniui ir padidéjes jautrumas implanto medziagoms
Kar$¢iavimas
Uminés ar létinés infekcijos implanto tvirtinimo srityje
Degeneracinés kauly ligos
Numatoma per didelé implanto apkrova

E N EEEEEEDN EEEREHR

2.3 Rizikos, Salutiniai poveikiai ir jy saveika

Remiantis jstatymuose nustatyta prievole teikti informacija, chirurginiy instrumenty naudojimo metu nurodomos
tipinés rizikos, 3alutiniai poveikiai ir jy saveikos.

Siuo metu gamintojui Zinomos su naudojimu siejamos galimos rizikos, 3alutiniai poveikiai ir jy saveikos:
B Implanto sudedamuyjy daliy padéties pokyciai, atsilaisvinimas, nusidévéjimas arba luzis

Pirminés ir antrinés infekcijos

Audiniy reakcija j implanto medziagas

Kraujagysliy ir nervy suzalojimas

Hematozé ir zaizdy gijimo sutrikimai

Implanto gedimas dél per didelés apkrovos:

- Deformacija arba sulinkimas

- Atsipalaidavimas

- Lazs

- Netinkamas fiksavimas

- Nepavykes arba uzdelstas suliejimas

2.4  Saugos nurodymai

2.4.1  Klinikinis naudotojas

Bendroji saugos informacija

Siekdami idvengti Zalos dél netinkamo paruosimo ir naudojimo bei nepaZeisti garantijos sglygy:

» Naudokite gaminj tik laikydamiesi $iy naudojimo instrukcijy.

» Vadovaukités saugos informacija ir techninés prieZitros instrukcijomis.

» Gaminj ir priedus turi eksploatuoti ir naudoti tik asmenys, turintys reikiama i3silavinima, Ziniy ir patirties.

» Naujg ir nenaudota gaminj laikykite sausoje, Svarioje ir apsaugotoje vietoje.

» Pries naudodami gaminj patikrinkite jo funkcionaluma ir tinkama bukle.

» Naudojimo instrukcijg laikykite naudotojui pasiekiamoje vietoje.

Pastaba

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

Pastabos dél chirurginiy procediry

Naudotojas yra atsakingas uz tinkama chirurginés procediros atlikima.

Sékmingo gaminio naudojimo salyga yra atitinkamas klinikinis i$silavinimas ir teoriniai bei praktiniai visy batiny chi-
rurginiy metody, jskaitant $io gaminio naudojima, jgadziai.

Esant neaiskiai su gaminio naudojimu susijusiai prieSoperacinei situacijai, naudotojas privalo teirautis informacijos
gamintojo.

2.4.2 Gaminys

Konkretaus gaminio saugos nurodymai

PAN

MRT ir implanto komponenty saveika!

B MRT tyrimai, naudojant 1,5 ir 3,0 tesly magnetinius laukus, nekelia papildomos rizikos pacientams su
implantais.

B Implantai sukelia vidutinio MRT artefaktus. Atsizvelgiant | MR impulso daZnj, artefakty dydis gali skirtis.

Operuojantis chirurgas privalo uztikrinti, kad chirurginé procediira bity atlikta teisingai.

B Implantuoti implanto komponentai turi biiti dokumentuojami visuose pacienty jrasuose, jskaitant komponenty
gaminiy numerius, implanto pavadinima, serijos numerj ir serijos numerj (jei yra).

B Operuojantis chirurgas turi gerai iSmanyti praktinius ir konceptualius nustatyty operaciniy metody veiksnius.

W Operuojantis chirurgas turi bati visiskai susipazings su kauly anatomija, jskaitant nervy, kraujagysliy, raumeny ir
sausgysliy kelius.

B ,Aesculap"” neatsako uz jokias komplikacijas, kylancias dél neteisingos diagnozés, neteisingo implanto pasirin-
kimo, neteisingai kombinuoty implanty komponenty ir (arba) veikimo metody, gydymo metody apribojimy ar
aseptikos trukumo.

B Jokiomis aplinkybémis nenaudokite pazeisty ar chirurginiu budu pasalinty komponenty.

B Implanty, kurie jau buvo panaudoti, pakartotinai naudoti negalima.

B Implanto perduodamos jégos turi bati kuo mazesnés.

B Uzdelstas gijimas gali sukelti implanto lazima dél metalo nuovargio.

W |3 varzto détuves iSimti mikrovarztai neturi bati jdéti atgal j varzto détuve.

W Tinklelio ir mikroploksteliy negalima sulenkti kelis kartus.

W Atsuktuvo mente pakeiskite, kai tik ji nusidévi (trinties praradimas).

Pastaba

Sraigtinés galvutés néra islyginamos 0,3 mm storio tinkleliuose.

Postaba

Netinkamas fiksavimas ar bet koks derinys su kitais fiksavimo metodais (sidlais, suspaudimo sistemomis) gali nulemti

kalvariumo Zingsneliy, peréjimy susidarymq ir implanto komponenty atsilaisvinimg bei sulaZimq.

Postaba

Junkite ,Aesculap CranioPlate” sistemos 1,5 mm komponentus tik vienq su kitu.

2.4.3 Sterilumas

Gaminys pristatomas nesterilus.

Taikoma implanto komponentams originalioje pakuotéje:

> Implanto komponentus laikykite originalioje pakuotéje. ISimkite juos i$ originalios apsauginés pakuotés tik pries
pat implantavima.

» Sterilizavimui ir steriliam paruosimui naudokite laikymo dékla.

» sitikinkite, kad implanto komponentai nesilie¢ia vienas su kitu arba su implanto sistemos laikymo jtaisy / dékly
instrumentais.

> [sitikinkite, kad implanto komponentai néra jokiu budu nepazeisti.

2.5 Naudojimas

A pavoius

CNS pazeidimas ir prasti kosmetiniai rezultatai dél nepakankamo fragmenty uZfiksavimo bei netinkamas kauly

defekty pasalinimas pasiektas su tinkleliais!

> Atlikite chirurginés nuostatos stabilumo patikrinima.

» Naudokite didesnj tinklelj.

» Uzdenkite kaukolés kaulo defektg tinkleliu taip, kad jis persidengty ir bty uztikrintas pakankamas aps-
kritimas fiksuoti varZtais.

> |statykite papildomus varZtus.

A\ |SPEJIMAS
Audiniy dirginimas, kurj sukelia astras pjuviy krastai po tinklelio pjovimo!
» Naudokite skirtingas pjovimo Znyples.

A\ |SPEJIMAS

Implanto gedimo rizika dél netinkamo naudojimo!

» |statydami mikrovaritus, pasirlipinkite, kad bet koks ekscentriskas judéjimas dél atsuktuvo judéjimo bty
kuo maZesnis.

» |statykite varzta staciu kampu j kauly pavirsiaus plokstuma ir implanta.

P |sukite varZtg j atsuktuvo asj. Nepakreipkite varZto.

» Kietiems kaulams: IS anksto iSgrezkite varzty skyles.

Pries pradedant naudoti, turi bati jvykdytos Sios sglygos::

W Visi reikalingi specialls implantavimo prietaisai turi bati geros darbinés biklés.

m Operuojantis chirurgas ir operacinés komanda yra atidZiai susipazing su operacijos technika ir turimais implantais
bei instrumentais; informaciné medziaga Siais klausimais turi bati iSsami ir paruosta.

Intervencija buvo paaiskinta pacientui, kurio sutikimas dél toliau nurodytos informacijos buvo patvirtintas dokumen-

tais.:

B Implantai neturi bati veikiami apkrovos dél per dideliy jtempimy, sunkaus fizinio darbo arba sporto. Implantas
gali atlaisvéti arba patirti medziagos 10z}, jei jis veikiamas per didelés apkrovos.

B Pacientas turi buti informuotas apie leistinos implanto apkrovos ribas, jam turi bati pateiktos atitinkamos elgesio
gairés. Siy taisykliy pazeidimo rizika turi bati paaiskinta pacientui.

B Pacientas turi reguliariai atlikti medicininius stebéjimo tyrimus.

Daugiau informacijos apie ,B.Braun/Aesculap” implanty sistemas bet kuriuo metu galima gauti i3

.B. Braun/Aesculap” arba jgaliotojo ,B. Braun/Aesculap" filialo atstovo.



3. Patvirtintas pasiruoSimas procediirai

3.1  Bendrieji saugos nurodymai
Pastaba

Laikykités nacionalini
sykliy.

Pastaba

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

teisés akty, nacionaliniy ir tarptautiniy standarty bei gairiy ir vietiniy paruosimo higienos tai-

Pastaba

Siekiant geresnio ir saugesnio valymo rezultato, verta rinktis automatizuotq paruosimg, o ne rankinj valyma.
Pastaba

Batina atminti, kad sékmingq Sio medicininio prietaiso paruosimg galima uztikrinti tik is anksto patvirtinus paruosimo
proceddrq. Uz tai atsakingas operatorius/paruoséjas.

Pastaba

Jei baigiamasis sterilizavimas neatliekamas, turi bati naudojama antivirusiné dezinfekavimo priemoné.

Pastaba

Naujausiq informacijq apie perdirbimq ir medziagy suderinamumaq rasite B. Braun elFU eifu.bbraun.com

Patvirtinta sterilizavimo garais procedira buvo atlikta Aesculap sterilioje talpykly sistemoje.

3.2  Bendrosios pastabos

Dél pridzitvusiy ar prilipusiy chirurginiy liekany gali bati sunkiau valyti, valymas gali bati neefektyvus ir lemti koro-

zijg. Todél laiko tarpas tarp naudojimo ir perdirbimo neturéty virSyti 6 val.; taip pat neturéty bati naudojamos nei

aukstesnés kaip 45 °C temperataros nustatymo pirminio valymo temperataros, nei dezinfekavimo priemoniy (vei-

kliosios medziagos: aldehidy ir (arba) alkoholiy) fiksavimas.

Neutralizatoriy arba baziniy valikliy perdozavimas gali sukelti cheminj poveikj ir (arba) blukima, todél lazeriniai uzra-

$ai ant neridijanciojo plieno daliy gali tapti vizualiai arba masininiu bidu nejskaitomi.

Likugiai, kuriy sudétyje yra chloro arba chloridy, pvz., chirurginiuose likuciuose, vaistuose, fiziologiniuose tirpaluose

ir valymo, dezinfekavimo ir sterilizavimo vandenyje naudojamame darbiniame vandenyje, sukels korozijos pazeidima

(jdubima, streso korozijg) ir sunaikins neriidijanciojo plieno gaminius. Siuos likuéius $alinkite skalaudami pakankamu

visiskai demineralizuoto vandens kiekiu, véliau dziovindami.

Jei reikia, dZiovinkite papildomai.

Darbui galima naudoti tik chemines medziagas, kurios buvo isbandytos ir patvirtintos (pvz., su VAH arba FDA patvir-

tinimu arba CE Zenklu) ir kurias cheminiy medziagy gamintojas rekomendavo kaip suderinamas. Turi bati grieztai

laikomasi visy cheminiy medziagy gamintojo naudojimo nurodymy. Priesingu atveju gali pasitaikyti Siy problemy:

m Optiniai medziagos pokyciai, pavyzdziui, blukimas ar titano arba aliuminio spalvos pasikeitimas. Matomy aliumi-
nio pavirsiaus pakitimy gali atsirasti, jei naudojimo/darbinio tirpalo pH >8.

B Materialiné Zala, pvz., korozija, jtrakimai, l0Ziai, prieslaikinis senéjimas ar isipatimas.

» Nenaudokite metaliniy Sepeciy ar kity pavirsiy pazeidzianciy abrazyviniy priemoniy, priesingu atveju kyla koro-
zijos rizika.

» Daugiau isamiy patarimy dél higienikai saugaus ir medziagy/vertés iSsaugojimo perdirbimo galima rasti
www.a-k-i.org, nuoroda j ,AKI-Brochures", ,Red brochure™.

3.3 Daugkartinio naudojimo gaminiai

Néra zinoma pakartotinio paruosimo daroma jtaka, galinti sugadinti gaminj.

Kruopstus vizualusis ir funkcinis patikrinimas pries kita naudojima yra geriausia galimybé atpazinti gaminj, kuris
nebéra funkcionalus, Zr. Patikrinimas.

3.4  Paruosimas naudojimo vietoje

> Jei reikia, nuplaukite nematomus pavirsius, pageidautina su visiskai demineralizuotu vandeniu, pvz., naudodami
vienkartinj 3virksta.

> Kiek galima kruops¢iau pasalinkite matomus chirurginius liku¢ius drégnu, ptiky nepaliekan¢iu audiniu.

» Sausg gaminj uzdarytoje atlieky talpykléje ir per 6 valandas nugabenkite valyti ir dezinfekuoti.

3.5  Atsuktuvo iSardymas
P Itraukite stumdomg Ziedq 2, esantj ant rankenos 1.
> IStraukite mente 3 iS rankenos 1.

3.6  Valymas/dezinfekavimas

3.6.1 Konkretaus gaminio paruosimo proceso saugos instrukcijos
Netinkamos valymo/dezinfekavimo priemonés ir (arba) aukstos temperataros keliamas gaminio sugadinimo ar sunai-
kinimo pavojus!
» Laikydamiesi gamintojo nurodymy naudokite valymo ir dezinfekavimo priemones
- patvirtintas plastikams, chirurginio plieno rasims, titano lydiniui ir grynam titanui,
- kurios neardo plastifikatoriy (pvz., silikono).
» Vadovaukités pateikiama informacija apie koncentracija, temperatira ir poveikio laika.
> Nevirdykite 95 °C dezinfekavimo temperatros.
Laikymo déklas skirtas tik sterilizavimui.
» Neapdorokite gaminiy saugojimo dékle (FM910P).
Pastaba
MikrovarZtai apdorojami jy varzty détuvése. Mikroplokstelés ir mikrotinklelis gali bati apdorojami moduliuose
(FM913P ir FM915P).
» Apdorokite instrumentus atskirai nuo implanty sistemos saugojimo moduliy.
» Jei mikrochirurginiai gaminiai gali bati saugiai pritvirtinti masinose ar laikymo jrenginiuose taip, kad jie bty
kruopsciai iSvalyti, galima valyti ir dezinfekuoti mechaniskai.

3.6.2 Patvirtintos valymo ir dezinfekavimo procediros

Patvirtinta procediira

Valymas ir mirkomasis dezinfekavi-

mas rankiniu badu

|, CranioPlate” instrumentai
FM903R - FM905R

|, CranioPlate” instrumentai
FM916R - FM917R

m ,CranioPlate” laikymo priemo-
nés FM910P - FM915P

Rankiniu budu atliekamas valymas

ultragarsu ir mirkomasis dezinfeka-

vimas

|, CranioPlate” atsuktuvas
FM902R

Automatizuotas Sarminis valymas

ir terminis dezinfekavimas

m ,CranioPlate” instrumentai
FM903R - FM905R

m ,CranioPlate” instrumentai
FM916R - FM917R

m CranioPlate” laikymo priemo-
nés FM910P - FM915P

m ,CranioPlate” varzto détuve
FM920T - FM929T
m CranioPlate” plokstelés ir tin-

klelis FM960T - FM983T

Rankinis pirminis valymas Sepetéliu
irvélesnis automatizuotas sarminis
valymas ir terminis dezinfekavimas

|, CranioPlate” atsuktuvas
FM902R

Ypatumai

B Tinkamas valymo Sepetélis

W Vienkartinis 20 ml Svirkstas

W Tinkamas valymo Sepetélis

W Vienkartinio naudojimo Svirks-
tas 20 ml

W Padekite gaminj j sietg valyti
tinkama puse (stenkités, kad
nebaty plovimui nepasiekiamy
viety).

B Padékite gaminj ant déklo su
visomis gaminio jungtimis ir
sgnariais.

m Tinkamas valymo Sepetélis

W Vienkartinio naudojimo svirks-
tas 20 ml

B Padékite gaminj | sieta valyti
tinkama puse (stenkités, kad
nebaty plovimui nepasiekiamy
viety).

W Padékite gaminj ant déklo su
visomis gaminio jungtimis ir
sanariais.

Etalonas

Skyrius Rankinis valymas/dezinfe-

kavimas ir poskirsnyje:

W Skyrius Valymas ir mirkomasis
dezinfekavimas rankiniu badu

Skyrius Rankinis valymas/dezinfe-

kavimas ir poskirsnyje:

W Skyrius Rankiniu budu atlieka-
mas valymas ultragarsu ir mir-
komasis dezinfekavimas

Skyrius Mechaninis valymas/dezin-

fekavimas ir poskirsnyje:

B Skyrius Automatizuotas Sarmi-
nis valymas ir terminis dezinfe-
kavimas

Skyrius Mechaninis valymas/dezin-

fekavimas su pirminiu rankiniu

valymu ir poskirsnyje:

W Skyrius Rankinis pirminis valy-
mas Sepeciu

W Skyrius Automatizuotas sarmi-
nis valymas ir terminis dezinfe-
kavimas

3.7  Rankinis valymas/dezinfekavimas
» Pries dezinfekuodami rankiniu budu, palaukite, kol gerai nudzius ant gaminio esantis skalavimo vanduo, kad

dezinfekavimo tirpalas nebity atskiestas.
» Po valymo/dezinfekavimo rankiniu badu, apziarékite pavirsius, ar nesimato jokiy likuciy.
» Jei reikia, pakartokite valymo/dezinfekavimo procedira.

3.7.1 Valymas ir mirkomasis dezinfekavimas rankiniu bidu
Fazé Zingsnis t t Kone. Vandens  Cheminés medZiagos
[*C/°F]  [min] [%] kokybé
| Dezinfekuoja- PT >15 2 GV Koncentratas be aldehidy, be fenolio
masis valymas (3alta) ir koncentratas be KVAS, pH ~ 9*
[} Tarpinis skalavi- ~ PT 1 - GV -
mas (3alta)
n Dezinfekavimas PT 5 2 GV Koncentratas be aldehidy, be fenolio
(3alta) ir koncentratas be KVAS, pH ~ 9*
v Galutinis skala- PT 1 - DMV -
vimas (3alta)
\ DzZiovinimas PT - - - -
GV: Geriamasis vanduo
DMV: Visiskai demineralizuotas vanduo (mikrobiologiniu poZidriu ne prastesnés kaip geriamojo vandens
kokybeés)
PT: Patalpos temperatiira

*Rekomenduojama: BBraun Stabimed fresh

> Atkreipkite démesj j informacijg apie atitinkamus valymo Sepecius ir vienkartinius SvirkStus Zr. Patvirtintos

valymo ir dezinfekavimo procedaros.

| fazé

> Visg gaminj bent 15 minuciy panardinkite j valomajj dezinfekavimo tirpala. |sitikinkite, kad visi pasiekiami pavir-

Siai yra sudreékinti.

Yvvyy

kamu vienkartiniu Svirkstu.

Il fazé

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

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

Valydami nejudinkite fiksuoty daliy, pvz., reguliavimo varzty, alkiniy ir pan.

Tada kruops¢iai, ne maziau kaip 5 kartus praplaukite 3ias vietas aktyviu valomuoju dezinfekavimo tirpalu ir tin-

» Visiskai isskalaukite gaminj (visus pasiekiamus pavirsius) po tekan&iu vandeniu.
» Skalaudami nejudinkite fiksuoty daliy, pvz., reguliavimo varzty, alkiniy ir pan.
> Palaukite, kol likes vanduo pakankamai nudZius.

Il fazé

» Visg gaminj panardinkite | dezinfekavimo tirpala.

» Skalaudami nejudinkite fiksuoty daliy, pvz., reguliavimo varzty, alkaniy ir pan.

» Nuo poveikio laiko pradzios praskalaukite ertme ne maziau kaip 5 kartus, naudodami pritaikyta vienkartinj
Svirksta. |sitikinkite, kad visi pasiekiami pavirSiai yra sudrékinti.

IV fazé

» Visiskai isskalaukite gaminj (visus pasiekiamus pavirsius).
» Baigiamojo skalavimo metu nejudinkite fiksuoty daliy, pvz., requliavimo varzty, alkiniy ir pan.
> Praskalaukite ertme¢ ne maZiau kaip 5 kartus, naudodami pritaikytg vienkartinj virksta.

» Palaukite, kol likes vanduo pakankamai nudzius.

V fazé

» Gaminys dziovinimo fazéje dziovinamas tinkama jranga (pvz., Sluoste, suslégtasis oras), dziovinimo fazéje. zr.
Patvirtintos valymo ir dezinfekavimo proceddros.



3.7.2  Rankiniu biidu atlieckamas valymas ultragarsu ir mirkomasis dezinfekavimas

Valymas ultragarsu Koncentratas be aldehidy, be

3.9  Mechaninis valymas/dezinfekavimas su pirminiu rankiniu valymu
Pastaba

Valymo ir dezinfekavimo prietaisy efektyvumas turi bati patvirtintas (pvz., FDA patvirtinimas arba CE Zenklas pagal
DIN EN ISO 15883).

Pastaba

[salta] fenolio ir koncentratas be Naudojamas valymo ir dezinfekavimo prietaisas turi bati requliariai priziarimas ir tikrinamas.
KVAS, pH ~ 9" T I
3.9.1 Rankinis pirminis valymas Sepeciu
Il Tarpinis skalavimas PT 1 - GV -
(galta] . -. .
m Dezinfekavimas PT 5 2 GV Koncentratas be aldehidy, be
(3alta) fenolio ir koncentratas be Dezinfekuojamasis 2 GV Koncentratas be aldehidy, be feno-
KVAS, pH ~ 9* valymas (salta] lio ir koncentratas be KVAS, pH ~ 9*
\% Galutinis skalavimas PT 1 - DMV - I Skalavimas PT 1 - GV -
(3alta) (Salta)
A Dziovinimas PT - - - - GV: Geriamasis vanduo
PT: Patalpos temperatiira
GV: Geriamasis vanduo *Rekomenduojama:BBraun Stabimed fresh
DMV: Visiskai isgélintas vanduo (demineralizuotas, mazas mikrobiologinis uztersimas: bent geriamojo van- . FTIN - P [ PR N -
dens kokybé) » Atkreipkite démesj j informacijg apie atitinkamus valymo Sepecius ir vienkartinius Svirkstus zr. Patvirtintos
- valymo ir dezinfekavimo procedaros.
PT: Patalpos temperatiira

*Rekomenduojama:BBraun Stabimed fresh

> Atkreipkite démesj | informacijg apie atitinkamus valymo 3epecius ir vienkartinius SvirkStus Zr. Patvirtintos
valymo ir dezinfekavimo procedaros.

| fazeé

» Valykite gaminj ultragarso voneléje ne trumpiau kaip 15 minuciy (daznis 35 kHz). [sitikinkite, kad visi pasiekiami
pavirsiai yra panardinti ir iSvengiama akustiniy Sest

» Tinkamu valymo 3epetéliu valykite tirpale, kol ant pavirsiaus neliks jokiy liku¢iy.

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

» Valydami nejudinkite fiksuoty daliy, pvz., reguliavimo varzty, alkiiniy ir pan.

» Tada kruopsciai, ne maziau kaip 5 kartus praplaukite Sias vietas aktyviu valomuoju dezinfekavimo tirpalu ir tin-
kamu vienkartiniu Svirkstu.

Il faze

» Visiskai iSskalaukite gaminj (visus pasiekiamus pavirsius) po tekanciu vandeniu.
» Skalaudami nejudinkite fiksuoty daliy, pvz., reguliavimo varzty, alktniy ir pan.
» Palaukite, kol likes vanduo pakankamai nudZius.

Il fazé

» Visg gaminj panardinkite j dezinfekavimo tirpala.

» Skalaudami nejudinkite fiksuoty daliy, pvz., reguliavimo varzty, alktniy ir pan.

» Nuo poveikio laiko pradzios praskalaukite ertm¢ ne maziau kaip 5 kartus, naudodami pritaikytg vienkartinj
Svirksta. |sitikinkite, kad visi pasiekiami pavirsiai yra sudrékinti.

IV fazé

» Visiskai i3skalaukite gaminj (visus pasiekiamus pavirsius) po tekanciu vandeniu.

» Baigiamojo skalavimo metu nejudinkite fiksuoty daliy, pvz., reguliavimo varzty, alktniy ir pan.

P Praskalaukite ertme ne maziau kaip 5 kartus, naudodami pritaikyta vienkartinj Svirksta.

» Palaukite, kol likes vanduo pakankamai nudZius.

V fazé

» Gaminys dziovinimo fazéje dziovinamas tinkama jranga (pvz., 3luoste, suslégtasis oras), dziovinimo fazéje. zr.
Patvirtintos valymo ir dezinfekavimo procedaros.

3.8  Mechaninis valymas/dezinfekavimas
Pastaba

Valymo ir dezinfekavimo prietaisy efektyvumas turi bati patvirtintas (pvz., FDA patvirtinimas arba CE Zenklas pagal
DIN EN ISO 15883).

Pustaba

3.8.1 Automatizuotas Sarminis valymas ir terminis dezinfekavimas
Masinos tipas: vienos kameros valymo/dezinfekavimo masina be ultragarso

Pirminis skalavimas <25(77
I Valymas 55/131 10 DMV B Sarminis koncentratas:
- pH~13
- <5 % anijoniniy pavirsiaus
aktyviyjy medziagy
B 0,5 % darbinis tirpalas*
- pH=11"
mn Tarpinis skalavimas >10/50 1 DMV -
v Terminis dezinfekavi- 90/194 5 DMV -
mas
A Dziovinimas - - - Pagal valymo ir dezinfekavimo prie-
taiso programg
GV: Geriamasis vanduo
DMV: Visiskai isgélintas vanduo (demineralizuotas, mazas mikrobiologinis uzterimas: bent geriamojo van-

dens kokybé)
*Rekomenduojama: BBraun Helimatic Cleaner alcaline

» Po automatizuoto valymo/dezinfekavimo apZidrékite pavirsius, ar nematyti jokiy likuéiy.

| fazé

P Visg gaminj bent 15 minuciy panardinkite | valomajj dezinfekavimo tirpala. [sitikinkite, kad visi pasiekiami pavir-
Siai yra sudrekinti.

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

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

Valydami nejudinkite fiksuoty daliy, pvz., reguliavimo varzty, alkiiniy ir pan.

Tada kruopsciai, ne maziau kaip 5 kartus praplaukite Sias vietas aktyviu valomuoju dezinfekavimo tirpalu ir tin-
kamu vienkartiniu Svirkstu.

Yvyvyy

Il fazé
» Visiskai isskalaukite gaminj (visus pasiekiamus pavirsius) po tekanciu vandeniu.
» Skalaudami nejudinkite fiksuoty daliy, pvz., reguliavimo varZty, alkdniy ir pan.

3.9.2 Automatizuotas Sarminis valymas ir terminis dezinfekavimas
Prietaiso tipas: vienos kameros valymo/dezinfekavimo prietaisas be ultragarso

Pirminis skalavimas <25(77
n Valymas 55/131 10 DMV m Sarminis koncentratas:
- pH=13
- <5 % anijoniniy pavirsiaus
aktyviyjy medziagy
B 0,5 % darbinis tirpalas*
- pH=11"
n Tarpinis skalavimas >10/50 1 DMV -
\" Terminis dezinfekavi- 90/194 5 DMV -
mas
Vv DZiovinimas - - - Pagal valymo ir dezinfekavimo prietaiso
programa
GV: Geriamasis vanduo
DMV: Visiskai igélintas vanduo (demineralizuotas, mazas mikrobiologinis uztersimas: bent geriamojo van-

dens kokybé)
*Rekomenduojama:BBraun Helimatic Cleaner alcaline

» Po automatizuoto valymo/dezinfekavimo apziurékite pavirsius, ar nematyti jokiy likuciy.

3.10 Patikrinimas
> Leiskite gaminiui atvésti iki patalpos temperatiros.
» 3dZiovinkite $lapia arba drégng gaminj.

3 10.1 Vizualioji apZitira
> Pasirapinkite, kad baty pasalinti visi neSvarumai. Ypatinga démesj skirkite, pvz., sujungimo pavirsiams, lankstams,
velenams, gilesnéms vietoms, grezimo grioveliams, taip pat dildziy dantuky puséms.
» Jei gaminys yra purvinas, pakartokite valymo ir dezinfekavimo procesa.
» Apziurékite, ar gaminys neapgadintas, pavyzdziui, ar nepazeista izoliacija, ar néra korozijos, palaidy, sulenkty,
iltzusiy, nusidévéjusiy, labai subraizyty ir aplazusiy daliy.
Patikrinkite, ar ant gaminio netriiksta uzrasy, ar jie neisbluke.
Patikrinkite, ar nedeformuoti ilgos ir siauros geometrinés formos gaminiai (ypa¢ besisukantys instrumentai).
Patikrinkite, ar nepazeistas gaminio spiralés elementas.
Patikrinkite, ar pjovimo briaunos yra istisinés, ar néra issikiusiy viety, grioveliy ar kitokiy apgadinimy.
Patikrinkite, ar néra pavirsiaus pakitimy - Siurk§tumo.
Patikrinkite, ar gaminys neerpetoja ir nepazeis audiniy arba chirurginiy pirstiniy.
Patikrinkite, ar néra atsilaisvinusiy ar triikstamy gaminio daliy.
Nedelsdami atidékite j Salj sugadintus ar neveikiancius gaminius ir siyskite juos Aesculap techninei tarnybai, zr.
Techniné priezitraj.

YYYYYYYY

3.10.2 Veikimo patikra

/\ ATSARGIAI

Nepakankamo tepimo sukeltas g; gadinimas (metalo ésdinimas/korozija dél trinties)!

> Pries atliekant ek ,' i patlkras, pkite ji Cias dalis (pvz., alkiines, stumiklius ir srieginius stry-
pus) su palaik alyv: atitink sterilizavimo procesui (pvz., sterilizuojant garais:

STERILIT@ | pursklama alyva JG600 arba STERILIT® | lageliniu lubrikatoriumi JG598).

P Surinkite iSmontuotus gaminius, zr. Atsuktuvo surinkimas.

» Patikrinkite gaminio veikima.

» Patikrinkite visas judanias dalis (pvz., lankstus, spynas [ sklendes, slankiojan¢ias dalis ir kt.), ar jos tinkamai vei-
kia.

> Patikrinkite suderinamumg su susijusiais gaminiais.

» Nedelsdami atidékite j Salj sugadintus ar neveikiancius gaminius ir siyskite juos Aesculap techninei tarnybai, zr.
Techniné priezitraj.

3.11  Atsuktuvo surinkimas

P [3traukite stumdomg Ziedg 2, esant] ant rankenos 1.

» Stumkite mente 3 iki stabdiklio, esancio rankenoje 1.



3.12 Pakuoté

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

> |sitikinkite, kad sandéliuojant pakuoté uztikrina pakankama apsaugg nuo gaminio uztersimo.

3.13 Sterilizavimas garais

» Uztikrinkite, kad sterilizavimo priemoné galéty pasiekti visus iSorinius ir vidinius pavirsius (pvz., atidarydami voz-
tuvus ir Giaupus).

» Patvirtinta sterilizavimo procedira
- Sterilizavimas garais frakcionuotu vakuuminiu badu
- Gary sterilizatorius pagal DIN EN 285, patvirtintas pagal DIN EN ISO 17665
- Sterilizavimas frakcionuotu vakuuminiu biidu, esant 134 °C, iSlaikymo laikas - 5 min.

» Keliy gaminiy sterilizavimas viename gary sterilizatoriuje: Uztikrinkite, kad nebty virSyta maksimali leistina
gamintojo nurodyta gary sterilizatoriaus apkrova.

3.14 Sandéliavimas

» Sterilius gaminius laikykite mikroorganizmy nepraleidziancioje pakuotéje, apsaugotoje nuo dulkiy, sausoje, tam-
sioje ir pastovios temperatdros patalpoje.

4.  Techniné priezilra

/\ ATSARGIAI

Modifikavus techning medicinos jrangg galima netekti garantijos/teisés j garantinj remonta bei gali bti
atSaukti kai kurie leidimai.

» Nemodifikuokite gaminio.

» Dél techninés prieZiiiros ir remonto kreipkités j savo nacionaling B. Braun/Aesculap agentiira.
Techninés prieZidros tarnyby adresai

Aesculap Technischer Service

Am Aesculap-Platz

78532 Tutlingen [ Germany

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

Daugiau techninés prieZitros tarnyby adresy galima rasti pirmiau nurodytu adresu.

5. Utilizavimas

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

A\ |SPEJIMAS
Smailis iniai ir iniai su astriomis bri is kelia pavojy susizeisti!
» Utilizuojant arba perdirbant gaminj biitina jsitikinti, kad pakuoté saugo nuo galimo susizalojimo gaminiu.

Pastaba
Naudotojo jstaiga privalo pakartotinai paruosti gaminj pries jj utilizuodama, Zr. Patvirtintas pasiruoSimas procedarai.
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