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Supplemental Information

Sterilization In Aesculap® Rigid Sterilization Containers

R These instructions are intended for the Operating Surgeon and supporting

Healthcare Professionals. The US instructions are intended for users in the Rx only
United States and its territories.

DESCRIPTION

The Acumed system configurations listed below have been validated for sterilization in the specified
Aesculap sterilization containers.

INFORMATION FOR USE

Acumed Instructions for Use for implant and instrument systems can be found by part number at
http://www.acumed.net/ifu. These instructions include product descriptions, information for use, indications,
contraindications, warnings, precautions, adverse effects, cleaning instructions, and storage instructions for
the personal attention of the operating surgeon.

Additional Aesculap Instructions for Use are provided by Aesculap. These instructions can be found by
Aesculap Item Number at http://www.aesculapusa.com and must be reviewed prior to use of Aesculap
sterile containers. Item Numbers can be found in the table below.

STERILITY

¢ Nonsterile devices have been validated using the sterilization parameters listed below, in fully-loaded
trays with all parts placed appropriately. Sterilization must be completed in adherence to the additional
Instructions for Use provided by Aesculap.

CLEANING

¢ Cleaning of Aesculap sterilization containers should be completed in adherence to the Instructions for
Use provided by Aesculap.

e Cleaning of the Acumed products should be completed in adherence to the part or system Instructions
for Use provided by Acumed by product part number.

STERILIZATION

e These products are non-sterile, and must be sterilized by the hospital prior to use. Nonsterile devices
have been validated using the sterilization parameters listed below, in fully-loaded trays with all parts
placed appropriately. Sterilization must be completed in adherence to the additional Instructions for Use
provided by Aesculap.

e Perform sterilization using a dynamic-air-removal (prevacuum) autoclave.

- Gravity displacement sterilization is not recommended.
- Immediate use (flash) sterilization is not recommended.
e Ensure the sterilizer's maximum load limit is not exceeded when sterilizing multiple sets or devices.


http://www.acumed.net/ifu
http://www.aesculapusa.com/
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¢ Do not stack containers as this might prevent the penetration of steam and inhibit drying.

e Refer to the sterilizer manufacturer's instructions and ensure proper installation, calibration, use, and
ongoing maintenance.

+ The sterilized items should be allowed to cool to room temperature before handling. This allows for safe
handling and preventing condensation.

e Follow current industry best practice guidelines such as ANSI/AAMI ST79:2017*.

* Association for the Advancement of Medical Instrumentation (AAMI). Comprehensive guide to steam
sterilization and sterility assurance in health care facilities. AAMI ST79:2017. Arlington, VA.

e The following table shows the minimum parameters validated* to achieve a required Sterility Assurance
Level (SAL) of 10°° for the system.

Important:

- Sterilization parameters are only valid for devices that have been cleaned per these instructions
and are thoroughly dry.

- Sterilization parameters are only valid when the devices are properly housed in the Acumed and
Aesculap storage case part nhumbers identified in the table.

- Please refer to the system IFU for more details on device cleaning, processing, and sterilization
methods.
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Case Base and Lid or

Aesculap Part
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Pre-vacuum Autoclave

Number
System Name Tray/Standalone caddy part . Exposure Exposure .
numbers (l!se Aplntrqprlate Temperature Time (?t?n.:;lt:se)
size containers) (°C) (minutes)
Bottom: JK series
. 132 4 30
case Base A (Solid Bottom)/ IN
Aculoc 2 Plating System Trays: 80-0347, 80-0346, 80- sB((e)gt(zs m(;aerforated
0754, 80-0787, 80-0752 Lid: IK series 134 3 30
. Bottom: JK series 132 4 30
case Base A (Solid Bottom)/ IN
e series (perforated
Trays: AT2-005, AT2-006, AT2- Bottom)
007, AT2-004, 80-1527 Lid: IK series 134 3 30
Acutrak 2 Screw System
Bottom: JK series 132 4 30
Case Lid: 80-0809, 80-0812 (ol ?";‘f’g:;{ o
Trays: 80-0808, 80-0811 Bottom;) 134 3 30
Lid: JK series
Bottom: JK series
132 4 30
Case Base: 80-1527 (Solid Bottom)/ IN
Acutrak 2 Microextension Case Lid: 80-1534 sBirtlte(';; rTS)perforated
134 3 30
Lid: JK series
Bottom: JK series 132 4 30
Acutrak 3 Headless C on S Case Base: 80-4173, 80-4175 (Solid Bottom) / JN
cutra eadless Compression Screw ;
System Case Lids: 80-4174, 80-4176, 80- Ei?;sm(g’erf“ate‘j
4177 134 3 30
Lid: JK Series
Bottom: JN series
Acutrak Fusion Case Base and Lid: ATF-060 (perforated Bottom) 132 4 30
Lid: JK series
Bottom: JN series
Anatomic Radial Head System Trays: TR-0004, TR-0005 (perforated Bottom) 132 25 70
Lid: JK series
. Bottom: JK series 132 4 30
g:z: Ei"fjeN A'\\‘A (Solid Bottom)/ IN
Anatomic Radial Head Solutions Trays: 80-2002, 80-2003, 80- thca)rtlt%sm(;oerforated 24 5 "
0365, AT2-006 Lid: JK series
Case Base: 80-3640/80-3692/80- | Bottom: JK series 132 4 30
3693 (Solid Bottom)/ IN
Anatomic Radial Head Solutions 2 Case Lid: 80-3641, 80-4068 series (perforated
Trays: 80-4040, 80-4041, 80- Bottom) 134 3 30
4042, 80-4043 Lid: JK series
Bottom: JK series 132 4 30
. an. (Solid Bottom)/ JN
Ankle Plating System 3 ggz: Esjse808 3324314 0 series (perforated
: Bottom) 134 3 30
Lid: JK series
Case Base: NA . :
Case Lid: NA Bott_om. JK series 132 4 60
o (Solid Bottom)/ IN
Arc Wrist Tower Trays: NA series (perforated
Transfer tray contents into Bottom) 134 3 60
perforated baskets. Lid: JK series
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Aesculap Part Pre-vacuum Autoclave

Number
(Use Appropriate
size containers)

Case Base and Lid or

System Name Tray/Standalone caddy part
numbers

Exposure Exposure
Temperature Time
(9] (minutes)

Dry Time
(minutes)

Aesculap Perforated
Basket: JF Series

Bottom: JK series 132 4 30
(Solid Bottom)/ IN
series (perforated

Case Base: 80-0485

Biotrak Resorbable Pin/Nail Case Lid: 80-0486

Bottom) 134 3 30
Lid: JK series
Bottom: JK series 132 4 30

(Solid Bottom)/ IN
series (perforated

Bottom) 134 3 30
Lid: JK series

Case Base: 80-0517

Biotrak Resorbable Screw Case Lid: 80-0518
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Case Base: NA
Case Lid: NA

Bottom: JN series
(perforated Bottom)
Lid: JK series

A lan Perforated 132 4 30
Transfer tray contents into TescuBapk e.r Jolga €
perforated baskets. Sra_y asket:
Bone Graft System eries
Bottom: JK series
Case Base: BG-8070 (Solid Bottom)/ JN
. series (perforated 134 3 30
Case Lid: BG-8070 Bottom)
Lid: JK series
. an. . ! Bottom: JN series
6.5/7.3mm Cannulated Screw System Trays: 80-1825, 80-1827, 80 (perforated Bottom) 132 4 30
2020 i .
Lid: JK series
Case Base: 80-3684, 80-3919, Bottom: JK series 132 4 30
80-3921, 80-3934, 80-4001 (Solid Bottom)/ JN
4.0mm Cannulated Screw system . series (perforated
Case Lid: 80-3683, 80-3920, 80- Bottom) 134 3 30
3922, 80-3935, 80-4002 Lid: JK series
Trays: 80-0308, 80-0344, 80- .
! ! Bottom: JN series
. . 0345, 80-0525, 80-0346, 80-
Clavicle Plating System 0785(optional), 80-0136 (L?(;elrfJolgasﬁ?eEottom) 132 25 70
(optional), 80-0347 (optional) '
Trays: 80-0308, 80-0346, 80- ?ggf%mgoi;;e)r}%sN 132 4 30
Clavicle Plating System (with updated 0525, 80-3789, 80-3790, 80- -
. series (perforated
blue trays) 3791(optional), 80-0136 Bottom) 134 3 30
(optional), 80-0347 (optional) Lid: IK series
Bottom: JK series 132 4 30
(Solid Bottom)/ JN
" Trays: 80-0675, 80-0676, 80- .
Elbow Plating System 0677, 80-0678, 80-0629 series (perforated
Bottom) 134 3 30
Lid: JK series
Bottom: JK series 132 4 30
Case Base: NA (Solid Bottom)/ IN
Fibula Rod System Case Lid: NA series (perforated
Trays: 80-0117, 80-0116 Bottom) 134 3 30
Lid: JK series
Bottom: JN series
Forearm Rod System Trays: ROD-1001 (tray only) (perforated Bottom) 132 4 30
Lid: JK series
Case Base: 80-2521, 80-3946, Bottom: IN series 132 4 30
Fibula and Forearm Nail 2 Base Set 80-3948, 80-4062, 80-4064 (perforated Bottom)
Case Lid: 80-2522, 80-3947, 80- L?d' K series
3949, 80-4068 : 134 3 30
. an. i . Bottom: JN series
Forearm Fracture Solutions Trays: 80-1915, 80-1916, 80 (perforated Bottom) 132 4 30
1922 o~ -
Lid: JK series
. Bottom: JK series 132 4 30
Case Base: NA (Solid Bottom)/ IN
Hand Plating System Case Lid: NA series (perforated
Trays: 80-0346, 80-0347, 80- Bottom)
1815, 80-1817 o . 134 3 30
Lid: JK series
Bottom: JK series 132 3 30
Case Base: 80-0442 (Solid Bottom)/ IN
LE Mod System . series (perforated
Case Lid: 80-0443 Bottom) 134 3 30

Lid: JK series
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Bottom: JK series

Case Base: 80-0884 ) 132 30
Large Acutrak 2 Screw System Case Lid: 80-0869, 80-0885 gi(r)ilclai (Boet::?g:;{;dN
9 Y Trays: 80-0870, 80-0871, 80- Bottom;’
0876, 80-0877 o , 134 30
Lid: JK series
Bottom: JK series
Case Lid: 80-0366 (Solid Bottom)/ IN 132 30
Locking Radial Head Plating System Case Base: 80-0365 series (perforated
Trays: 80-0364 Bottom) 134 30
Lid: JK series
Lower Extremity Modular System with Trays: 80-0427, 80-0428, 80- Bottom: JN series
1501 (Caddy), 80-0744
Ankle and Calcaneal trays OR Forefoot - . (perforated Bottom) 132 30
Midfoot Plating Trays (Optional), 80-0434 (Gptional), Lid: JK series
80-0590 (Optional) ’
Bottom: JN series
(perforated Bottom)
Midshaft Forearm Plate Platter Trays: 80-0183 Lid: JK series 132 30
Aesculap Perforated
Tray Basket: JF
Series
) Bottom: JK series 132 30
Case Lid: 80-1914 (Solid Bottom)/ IN
Midshaft Forearm Plate System Trays: 80-1915, 80-1916, 80- series (perforated
0292, 80-0293, 80-0294 Bottom) 134 30
Lid: JK series
Bottom: JK series 132 60
(Solid Bottom)/ IN
Modular Hand System Case Base and Lid: PL-WF01 series (perforated
Bottom) 134 60
Lid: JK series
. an. . Bottom: JK series 132 30
ggfllgggays. 80-1928, 80-1929, (Solid Bottom)/ IN
Polarus 3 Solution Set 2 Trays: 80-1934, 80-1935, sBi?t%snE?erforated 24 “
80-1936 Lid: JK series
Bottom: JN series
(perforated Bottom)
. Lid: JK series
Polarus Humeral Rod Trays: MS-9000 (trays only) Aesculap Perforated 132 30
Tray Basket: JE
Series
Bottom: JK series 132 30
. an. (Solid Bottom)/ JN
Acutrak Screw Removal System Case B_a s.e. 80-0587 series (perforated
Case Lid: 80-0588
Bottom) 134 30
Lid: JK series
. Bottom: JK series 132 30
Case Lid: 80-0137 (Solid Bottom)/ IN
Scapula Plating System Case Base-80-0136 series (perforated
. Bottom)
Trays: 80-0135
rays Lid: K series 134 30
Bottom: JN series
(perforated Bottom) 132 30
Lid: JK series
Small Joint Reamer System Case Base and Lid: MTP-0500
Bottom: JK series
134 30

(Solid Bottom)/ IN
series (perforated
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Bottom)
Lid: JK series

Bottom: JK series 132 4 30

Case Base: 80-2383 (Solid Bottom)/ N

Small Fragment Base Set series (perforated

Case Lid: 80-2384/ 80-2683

Bottom) 134 3 30
Lid: JK series
Bottom: JK series 132 4 30

Case Lid: 80-2123 (Solid Bottom)/ JN

Total Wrist Fusion Plating System series (perforated

Bottom) 134 3 30
Lid: JK series

Trays: 80-0346, 80-1223

Bottom: JK series 132 4 30
(Solid Bottom)/ IN

Ulna Shortening Plate Case Base: 80-0512 .

o series (perforated
(Osteotomy System) Case Lid: 80-0511 Bottom)
Lid: JK series

134 3 30

Bottom: JK series

; 132 4 30
Case Base: 80-4110 (Solid Bottom)/ JN

Cobalt Chrome Screw Caddy series (perforated

Bottom) 134 3 30
Lid: JK series

Case Lid: 80-4111

Bottom: JK series

: 132 3 30
Universal Plate & Screw Removal Case: 80-0474, 80-0475, 80- (Solid Bottom)/ JN

series (perforated

Bottom) 134 3 30
Lid: JK series

System 0476

Symbols Glossary

Symbol Description

-F The reticle is a registered trademark of Acumed. It may appear alone or with the Acumed name.
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Supplerende Oplysninger

Sterilisering i stive Aesculap® steriliseringsbeholdere

Denne vejledning henvender sig til den opererende kirurg og assisterende

DA sundhedspersonale.
DA-anvisningerne er beregnet til brugere i Danmark.

BESKRIVELSE

De Acumed-systemkonfigurationer, der er anfgrt nedenfor, er blevet valideret med henblik pd sterilisering i
de specificerede Aesculap-steriliseringsbeholdere.

BRUGSANVISNING

Acumed-brugervejledninger for implantat- og instrumentsystemer kan findes pd baggrund af delnummeret
pd http://www.acumed.net/ifu. Disse vejledninger indeholder produktbeskrivelser, brugsanvisninger,
indikationer, kontraindikationer, advarsler, forholdsregler, bivirkninger, renggringsvejledninger og
opbevaringsbetingelser, som kirurgen skal ggre sig fortrolig med.

Yderligere Aesculap-brugervejledninger leveres af Aesculap. Disse vejledninger kan findes pa baggrund af
Aesculap-varenummeret pd http://www.aesculapusa.com/ og de skal gennemgdes forud for brugen af
Aesculap-steriliseringsbeholdere. Varenumrene kan findes i tabellen herunder..

STERILITET

o Ikke-sterilt udstyr er blevet valideret ved brug af de steriliseringsparametre, der er anfgrt nedenfor, i
fulde bakker med alle dele anbragt korrekt. Steriliseringen skal gennemfgres i henhold til den yderligere
brugervejledning, der leveres af Aesculap.

RENGORING

e Renggring af Aesculap-steriliseringsbeholdere skal gennemfgres i henhold til den brugervejledning, der
leveres af Aesculap.

e Renggring af Acumed-produkter skal gennemfgres i henhold til den brugervejledning til delen elle
systemet, som leveres af Acumed i henhold til produktens delnummer.

STERILISERING

¢ Disse produkter er ikke-sterile og skal steriliseres pa hospitalet fgr brug. Ikke-sterilt udstyr er blevet
valideret ved brug af de steriliseringsparametre, der er anfgrt nedenfor, i fulde bakker med alle dele
anbragt korrekt. Steriliseringen skal gennemfgres i henhold til den yderligere brugervejledning, der
leveres af Aesculap.
o Udfgr sterilisering ved hjaelp af en autoklave med dynamisk fjernelse af luft (praevakuum).
- Sterilisering med tyngdekraftsforskydning anbefales ikke.
- Sterilisering til gjeblikkeligt brug (lyn) anbefales ikke.


http://www.acumed.net/ifu
http://www.aesculapusa.com/
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e Sgrg for, at sterilisatorens maksimale belastningsgraense ikke overskrides ved sterilisering af flere szet
eller anordninger.

¢ Stabl ikke beholdere, da det kan forhindre indtreengen af damp og haemme tgrring.

¢ Se sterilisatorproducentens anvisninger, og sgrg for korrekt installation, kalibrering, brug og lgbende
vedligeholdelse.

¢ Det steriliserede udstyr skal kgle af til stuetemperatur, inden det bergres. Dette muliggar sikker
handtering og forebygger kondensering.

e Fglg branchens nuvaerende retningslinjer for bedste fremgangsméade, sdsom ANSI/AAMI ST79:2017*.

* Association for the Advancement of Medical Instrumentation (AAMI) (Foreningen for fremme af medicinsk
udstyr). Omfattende vejledning til dampsterilisering og sterilitetssikring pad behandlingssteder
(Comprehensive guide to steam sterilization and sterility assurance in health care facilities). AAMI
ST79:2017. Arlington, VA.

¢ [ fglgende tabel vises de validerede* minimumsparametre, der kraeves for at opnd et pakraevet
sterilitetssikringsniveau pa 10 for systemet.

Vigtigt:

- Steriliseringsparametre gaelder kun for anordninger, der er blev rengjort i henhold til disse
anvisninger og er helt tgrre.

- Sterilisationsparametrene er kun gyldige, ndr anordningerne opbevares korrekt i Acumed- og
Aesculap-opbevaringskufferter med de delnumre, der er angivet i tabellen.

- Der henvises til systemets brugervejledning for naermere oplysninger om metoder til renggring,
behandling og sterilisering af udstyret.
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Validerede konfigurationer og parametre:

Delnumre pa kuffertens Parametre for dampsterilisatoren med preevakuum

bund og I&g eller Aesculap-delnummer (brug

Systemets navn beholdere af passende Eksponeringsti

bakken/enkeltstdende storrelse) Eksponeringst d Torretid
: > .
caddier emperatur (°C) (minutter) (minutter)
Bas.e: NA Bund: JK-serien (Fast Bund)/ 132 4 30
Aculoc 2-pladesystem Lég: NA IN-serien (Perforeret Bund)
Bakker: 80-0347, 80-0346, 80- L8q: JK-serien
0754, 80-0787, 80-0752 9: 134 3 30
Bas?: NA Bund: JK-serien (Fast Bund)/ 132 4 30
Lag: NA IN-serien (Perforeret Bund)
Bakker: AT2-005, AT2-006, L2a: JK-serien
AT2-007, AT2-004, 80-1527 9 134 3 30
Acutrak 2-skruesystem
- JK-seri 132 4 30
g:s00m, shgnrz | Bt eseten (et Ay
Bakker: 80-0808, 80-0811 ” -
Lag: JK-serien 134 3 30
: IK-seri 132 4
Acutrak 2- Base: 80-1527 Bund: Jk-serien (Fast Bund)/ 3 30
mikroekstension L&g: 80-1534 IN-serien (Perforeret Bund)
’ L3g: JK-serien 134 3 30
Bund: JN-serien (Perforeret
Acutrak Fusion Base og Lag: ATF-060 Bund) 132 4 30
L3g: JK-serien
Svstem med anatomisk Bund: JN-serien (Perforeret
4 . Bakker: TR-0004, TR-0005 Bund) 132 25 70
radialhoved . -
L3g: JK-serien
Base: NA .
: JK- 132 4 30
osingermea | i 4 D e ot
anatomisk radialhoved | Bakker: 80-2002, 80-2003, 80- L2a: JK-serien
0365, AT2-006 9: 134 3 30
Base: 80-3640/80-3692/80- 132 4 30
Lgsninger med 3693 Bund: JK-serien (Fast Bund)/
anatomisk radialhoved | L8g: 80-3641, 80-4068 IN-serien (Perforeret Bund)
2 Bakker: 80-4040, 80-4041, 80- | L&g: JK-serien 134 3 30
4042, 80-4043
- JK-seri 132 4 30
Base: 80-2340 Bund: .JK serien (Fast Bund)/
Ankelpladesystem 3 . IN-serien (Perforeret Bund)
L4g: 80-2341 > -
L&g: JK-serien 134 3 30
Base: NA Bund: JK-serien (Fast Bund)/
Lag: NA IN-serien (Perforeret Bund) 132 4 60
Arc T&rninstrument | Bakker: NA L&g: JK-serien
Anbring bakkens indhold i Aes_culap Perforeret Basket: JF- 134 3 60
perforerede kurve. serien
Biotrak resorberbart Base: 80-0485 Bund: J K-serien (Fast Bund)/ 132 4 30
stift/som L&g: 80-0486 JN-serien (F_’erforeret Bund)
L&g: JK-serien 134 3 30
+ JK-seri 132 4 30
Biotrak resorberbar Base: 80-0517 Bund: J K-serien (Fast Bund)/
. IN-serien (Perforeret Bund)
skrue L&g: 80-0518 ; -
L&g: JK-serien 134 3 30
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Delnumre pé kuffertens
bund og I3g eller

Systemets navn

Knogletransplantatsyst
em

bakken/enkeltstdende
caddier

Base: NA
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Anbring bakkens indhold i
perforerede kurve.
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Parametre for dampsterilisatoren med preevakuum
Aesculap-delnummer (brug
beholdere af passende
stgrrelse)

Eksponeringsti Torretid

(minutter)

Eksponeringst

emperatur (°C) | (jinutter)

Bund: JN-serien (Perforeret
Bund)

L&g: JK-serien

Aesculap perforerede kurve :
JF-serien

132 4 30

Base: BG-8070
L&g: BG-8070

Bund: JK-serien (Fast Bund)/
IN-serien (Perforeret Bund) 134 3 30
L&g: JK-serien

6,5/7,3 mm kanyleret
skruesystem

Bakker: 80-1825, 80-1827, 80-
2020

Bund: JN-serien (Perforeret
Bund) 132 4 30
L&g: JK-serien

4,0 mm kanyleret
skruesystem

Base: 80-3684
L3g: 80-3683

Bund: JK-serien (Fast Bund)/ 132 4 30
JN-serien (Perforeret Bund)
L&g: JK-serien 134 5 .

Clavicula-pladesystem

Bakker: 80-0308, 80-0344, 80-
0345, 80-0525, 80-0346, 80-
0785(valgfrit), 80-0136
(valgfrit), 80-0347 (valgfrit)

Bund: JN-serien (Perforeret
Bund) 132 25 70
Ldg: JK-serien

Clavicula-pladesystem Bakker: 80-0308, 80-0346, 80~ | o\ 4. 3¢ corien (Fast Bund)/ 132 4 30
0525, 80-3789, 80-3790, 80- h
(med opdaterede bl . IN-serien (Perforeret Bund)
bakker) 3791(valgfrit), 80-0136 L&g: JK-serien
(valgfrit), 80-0347 (valgfrit) ’ 134 3 30
Bas?: NA Bund: JK-serien (Fast Bund)/ 132 4 30
Albuepladesystem LAg: NA IN-serien (Perforeret Bund)
Bakker: 80-0675, 80-0676, 80- L8a: JK-serien
0677, 80-0678, 80-0629 9: 134 3 30
Base: NA Bund: JK-serien (Fast Bund)/ 132 4 30
Fibula-stavsystem L3g: NA IN-serien (Perforeret Bund)
Bakker: 80-0117, 80-0116 Ldg: JK-serien 134 3 30

Stavsystem til
underarmen

Bakker: ROD-1001 (bakken)

Bund: JN-serien (Perforeret
Bund) 132 4 30
L4g: JK-serien

Sgmsystem 2 til fibula
0g underarm

Base: 80-2521, 80-3946, 80-
3948, 80-4062, 80-4064
Lag: 80-2522, 80-3947, 80-
3949, 80-4068

Bund: JN-serien (Perforeret 132 4 30
Bund)
L4g: JK-serien 134 3 30

Bund: JN-serien (Perforeret

Lgsninger til Bakker: 80-1915, 80-1916, 80-

underarmsfrakturer 1922 Bun.d) . 132 4 30

L4g: JK-serien
Base: NA Bund: JK-serien (Fast Bund)/ 132 4 30

Handpladesystem Lg: NA IN-serien (Perforeret Bund)

Bakker: 80-0346, 80-0347, 80- L8a: JK-serien
1815, 80-1817 9: 134 3 30
Base: NA . ~ . 132 4 30

Stsgugzu;rtaeaz- Iéi?(kels\‘rA 80-0870, 80-0871, 80- ?“?Striﬁ S(igffgr(:lstt :uunndd))/

4 . ! ! L&g: JK-serien 134 3 30

0876, 80-0877
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Parametre for dampsterilisatoren med preevakuum
Aesculap-delnummer (brug

beholdere af passende Eksponeringsti

bakken/enkeltstdende storrelse) Eksponeringst Torretid
- > .
caddier emperatur (°C) (minutter) (minutter)
Modulopbygget system . an. ) .
til ben og fod med Bakker: 80-0427, 80-0428, 80 Bund: JN-serien (Perforeret
1501 (Caddy), 80-0744
ankel- og haelbakker - . Bund) 132 4 30
- (Valgfrit), 80-0434 (Valdfrit), . .
ELLER pladebakker til A L&g: JK-serien
80-0590 (Valgfrit)
for- og mellemfoden
Bund: JN-serien (Perforeret
Plader til den Bund)
mellemste del af Bakker: 80-0183 L&g: JK-serien 132 4 30
underarmen Aesculap Perforeret Tray
Basket: JF-serien
Mellemaksel Lég 80-1914 Bund: _JK-serien (Fast Bund)/ 132 4 30
underarmspladesystem . IN-serien (Perforeret Bund)
Bakker: 80-1915, 80-1916 L&g: JK-serien 134 3 30
Modulopbvadet Bund: JK-serien (Fast Bund)/ 132 4 60
Pbygg Base and L3g: PL-WF01 IN-serien (Perforeret Bund)
hdndsystem > ]
L&g: JK-serien 134 3 60
set 1 Bakker: 80-1928, 80- Bund: JK-serien (Fast Bund)/ 132 4 30
Polarus 3-lgsning 1929, 80-1930 JIN-serien (Perforeret Bund)
Set 2 Bakker: 80-1934, 80- L2a: JK-serien
1935, 80-1936 9: 134 3 30
Bund: JN-serien (Perforeret
Bakker: MS-9000 (Bakker Bund) =
Polarus-overarmsstav only) ' L3g: JK-serien 132 4 30
Y Aesculap Perforeret Tray
Basket: JE Series
Acutrak- Base: 80-0587 Bund: JK-serien (Fast Bund)/ 132 4 30
skrueudtagningssystem | L3g: 80-0588 IN-serien (Perforeret Bund)
) L3g: JK-serien 134 3 30
Bund: JN-serien (Perforeret
Bund) 132 4 30
L3g: JK-serien
SYStE?rsjgrsmé Base og Lag: MTP-0500
Bund: JK-serien (Fast Bund)/
IN-serien (Perforeret Bund) 134 3 30
L4g: JK-serien
- JK-seri 132 4 30
Basissaet il smd Base: 80-2383 ?Itlj?strije ':‘ S(ﬁgffgr(;istt:uunn dd))/
fragmenter L4g: 80-2384/ 80-2683 ; -
L&g: JK-serien 134 3 30
Samlet . Bund: JK-serien (Fast Bund)/ 132 4 30
h&ndledsfusionspladesy Lag: 80-2123 IN-serien (Perforeret Bund)
Bakker:80-0346, 80-1223 . .
stem L&g: JK-serien 134 3 30
: JK-seri 132 4 30
Ulnaafkortningsplade Base: 80-0512 Bund: .JK serien (Fast Bund)/
(Osteotomisystem)) Lag: 80-0511 IN-serien (Perforeret Bund)
) L&g: JK-serien 134 3 30
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Symbolforklaring

Symbol Beskrivelse

Acumed-navnet.

_F Stregkorset er et registreret varemaerke tilhgrende Acumed. Det kan forekomme alene eller sammen med
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Erganzende Informationen

Sterilisation in formstabilen Aesculap®-Sterilisationsbehaltern

Diese Anweisungen sind fiir den operierenden Chirurgen und die unterstiitzenden

DE medizinischen Fachkrafte vorgesehen. Die DE-Anweisungen sind fiir Benutzer in
deutschsprachigen Landern vorgesehen.

BESCHREIBUNG
Die nachstehend aufgeflihrten Acumed-Systemkonfigurationen wurden fiir die Sterilisation in den
angegebenen Aesculap-Sterilisationsbehaltern validiert.

HINWEISE ZUM GEBRAUCH

Die vollstandigen Gebrauchsanweisungen fir Implantat- und Instrumentensysteme von Acumed finden Sie
nach Artikelnummer unter http://www.acumed.net/ifu. Diese Gebrauchsanweisungen umfassen
Produktbeschreibungen, Hinweise zum Gebrauch, Indikationen, Kontraindikationen, Warnhinweise,
VorsichtsmaBnahmen, Nebenwirkungen, Reinigungshinweise und Lagerungsanweisungen flir den
operierenden Chirurgen.

Zusatzliche Gebrauchsanweisungen von Aesculap werden Uber Aesculap zur Verfiigung gestellt. Diese
Gebrauchsanweisungen sind unter http://www.aesculapusa.com/ nach Aesculap-Artikelnummer sortiert und
mussen vor der Verwendung von Aesculap-Sterilisationsbehdltern beachtet werden. Die Artikelnummern
finden Sie in der untenstehenden Tabelle.

STERILITAT

e Unsterile Gerate wurden unter Verwendung der unten aufgefiihrten Sterilisationsparameter validiert,
und zwar in voll beladenen Trays, wobei alle Teile entsprechend platziert wurden. Die Sterilisation muss
unter Beachtung der zusatzlichen Gebrauchsanweisung von Aesculap durchgefiihrt werden.

DIE REINIGUNG

e Die Reinigung der Aesculap-Sterilisationsbehalter muss unter Beachtung der zusatzlichen
Gebrauchsanweisung von Aesculap durchgefiihrt werden.

¢ Die Reinigung der Acumed-Produkte muss unter Beachtung der von Acumed zur Verfligung gestellten
Gebrauchsanweisung fiir die Teile oder das System nach Artikelnummer durchgefiihrt werden.

STERILISATION

¢ Diese Produkte sind unsteril und mussen vor der Verwendung im Krankenhaus sterilisiert werden.
Unsterile Gerate wurden unter Verwendung der unten aufgefiihrten Sterilisationsparameter validiert,
und zwar in voll beladenen Trays, wobei alle Teile entsprechend platziert wurden. Die Sterilisation muss
unter Beachtung der zusatzlichen Gebrauchsanweisung von Aesculap durchgefiihrt werden.
e Die Sterilisation mit einem Autoklaven mit dynamischer Luftentfernung (Vorvakuum) durchftihren.
- Die Sterilisation mit Schwerkraftabscheidung wird nicht empfohlen.
- Eine sofortige (Blitz)-Sterilisation wird nicht empfohlen.


http://www.acumed.net/ifu
http://www.aesculapusa.com/
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¢ Sicherstellen, dass die maximale Beladungsgrenze des Sterilisators nicht Uiberschritten wird, wenn
mehrere Sets oder Gerate sterilisiert werden.

¢ Die Behalter dirfen nicht gestapelt werden, da dadurch das Eindringen von Dampf und die Trocknung
behindert werden kann.

¢ Die Anweisungen des Herstellers des Sterilisationsgerats beachten und die ordnungsgemaBe
Installation, Kalibrierung, Gebrauch und fortlaufende Wartung sicherstellen.

¢ Die sterilisierten Artikel miissen vor der Handhabung auf Raumtemperatur abkihlen. Dies ermdglicht
eine sichere Handhabung und verhindert die Bildung von Kondenswasser.

¢ Die aktuellen Richtlinien zur bewahrten Methode einhalten, beispielsweise ANSI/AAMI ST79:2017*.

* Association for the Advancement of Medical Instrumentation (AAMI) (Gesellschaft fiir den Fortschritt
medizinischer Instrumente). Umfassender Leitfaden zur Dampfsterilisation und Sterilisationssicherheit in
Gesundheitseinrichtungen (Comprehensive guide to steam sterilization and sterility assurance in health
care facilities). AAMI ST79:2017. Arlington, VA.

¢ Die folgende Tabelle zeigt die Mindestparameter, die validiert* wurden, um einen erforderlichen
Sterilisationssicherheitsgrad (SAL) von 10 fiir das System zu erreichen.

Wichtig:

- Die Sterilisationsparameter gelten nur fiir Gerate, die gemaB dieser Anleitung gereinigt wurden
und grindlich getrocknet sind.

- Die Sterilisationsparameter sind nur dann giiltig, wenn die Gerate ordnungsgema8 in den in der
Tabelle angegebenen Acumed- und Aesculap-Aufbewahrungsbehalter mit entsprechender
Artikelnummer untergebracht sind.

- Weitere Einzelheiten zur Geratereinigung, -aufbereitung und -sterilisation sind in der jeweiligen
Gebrauchsanweisung des Systems zu finden.
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Validierte Konfigurationen und Parameter:

Systembezeichnung

Artikelnummern des
Unterteils des Behilters
und des Deckels oder des
Trays / freistehenden

Aesculap-Artikelnummer
(Behalter in geeigneter
GroBe verwenden)
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Parameter des Vorvakuum-Dampfsterilisators

Expositionstem
peratur (°C)

Expositionsdau
er

Trocknungsda
uer (minuten)

Deckel: JK-Serie

Caddys (minuten)
Boden: NA Boden: JK-Serie (Fester 132 4 30
Aculoc 2-Plattensystem Deckel: NA Boden)/ JN-Serie (Perforierter
Y Trays: 80-0347, 80-0346, 80- Boden)
0754, 80-0787, 80-0752 Deckel: JK-Serie 134 3 30
Boden: NA Boden: JK-Serie (Fester 132 4 30
Deckel: NA Boden)/ JN-Serie (Perforierter
Trays: AT2-005, AT2-006, Boden) 134 3 30
Acutrak 2- AT2-007, AT2-004, 80-1527 Deckel: JK-Serie
Schraubensystem Boden: JK-Serie (Fester 132 4 30
Deckel: 80-0809, 80-0812 Boden)/ IN-Serie (Perforierter
Trays: 80-0808, 80-0811 Boden)
Deckel: JK-Serie 134 3 30
Boden: JK-Serie (Fester 132 4 30
Acutrak 2- Boden: 80-1527 Boden)/ IN-Serie (Perforierter
Mikroverldangerung Deckel: 80-1534 Boden)
Deckel: JK-Serie 134 3 30
. . Boden: JN-Serie (Perforierter
Acutrak-Fusion Artlkelng.mme.rn des Unterteils Boden) 132 4 30
des Behalters: ATF-060 g .
Deckel: JK-Serie
Anatomisches Boden: JN-Serie (Perforierter
- g Trays: TR-0004, TR-0005 Boden) 132 25 70
Radiuskopf-System Deckel: JK-Serie
Boden: NA Boden: JK-Serie (Fester 132 4 30
Anatomische Deckel: NA Boden)/ IN-Serie (Perforierter
Radiuskopf-L&sungen Trays: 80-2002, 80-2003, 80- Boden)
0365, AT2-006 Deckel: JK-Serie 134 3 30
Boden: 80-3640/80-3692/80-
3693 Boden: JK-Serie (Fester 132 4 30
Anatomische Deckel: 80-3641, 80-4068 Boden)/ JN-Serie (Perforierter
Radiuskopf-L&sungen 2 Boden)
Trays: 80-4040, 80-4041, 80- Deckel: JK-Serie 134 3 30
4042, 80-4043
Boden: JK-Serie (Fester 132 4 30
Sprunggelenk- Boden: 80-2340 Boden)/ IJN-Serie (Perforierter
Plattensystem 3 Deckel: 80-2341 Boden)
Deckel: JK-Serie 134 3 30
Boden: NA Boden: JK-Serie (Fester
Deckel: NA Boden)/ IN-Serie (Perforierter 132 4 60
i Bakker: NA Boden)
Arc Wrist Tower . . . . Deckel: JK-Serie
Trayinhalt in perforierte KOrbe | aesculap Perforierter Basket: 134 3 60
umfiillen. JF-Serie
Boden: JK-Serie (Fester 132 4 30
Biotrak — resorbierbarer | Boden: 80-0485 Boden)/ IJN-Serie (Perforierter
Stift/Nagel Deckel: 80-0486 Boden)
Deckel: JK-Serie 134 3 30
Boden: JK-Serie (Fester 132 4 30
Biotrak — resorbierbare Boden: 80-0517 Boden)/ IN-Serie (Perforierter
Schraube Deckel: 80-0518 Boden)
134 3 30
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Systembezeichnung

Artikelnummern des
Unterteils des Behdlters
und des Deckels oder des
Trays / freistehenden

Aesculap-Artikelnummer
(Behdlter in geeigneter
GroBe verwenden)
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Parameter des Vorvakuum-Dampfsterilisators

Expositionstem
peratur (°C)

Expositionsdau
er

Trocknungsda
uer (minuten)

Caddys (minuten)
Boden: NA Boden: JN-Serie (Perforierter
. Boden)
Deckel: NA Deckel: JK-Serie 132 4 30
Trayinhalt in perforierte Kérbe | Aesculap Perforierter Tray
Knogletransplantatsyste umfllen. Basket: JF-Serie
m
Boden: JK-Serie (Fester
Boden: BG-8070 Boden)/ IN-Serie (Perforierter
134 3 30
Deckel: BG-8070 Boden)
Deckel: JK-Serie
Kanilliertes 6,5-/7,3- | Trays: 80-1825, 80-1827, 80- | coden: JN-Serie (Perforierter
mm-Schraubensystem | 2020 Boden) 132 4 30
Deckel: JK-Serie
Boden: JK-Serie (Fester 132 4 30
Kaniiliertes 4,0-mm- Boden: 80-3684 Boden)/ IN-Serie (Perforierter
Schraubensystem Deckel: 80-3683 Boden)
Deckel: JK-Serie 134 3 30
Trays: 80-0308, 80-0344, 80- | g 4. jN_Serie (Perforierter
) 0345, 80-0525, 80-0346, 80-
Klavikula-Plattensystem - Boden) 132 25 70
0785(optional), 80-0136 Deckel: JK-Serie
(optional), 80-0347 (optional) '
Klavikula-Plattensystem Trays: 80-0308, 80-0346, 80- Boden: JK-Serie (Fester 132 4 30
. Lensy: 0525, 80-3789, 80-3790, 80- Boden)/ IN-Serie (Perforierter
(mit aktualisierten 3791(optional). 80-0136 Bod
blauen Trays) 1(optional), 80-0136 oden) )
(optional), 80-0347 (optional) Deckel: JK-Serie 134 3 30
Boden: NA Boden: JK-Serie (Fester 132 4 30
Ellenbogen- Deckel: NA Boden)/ IJN-Serie (Perforierter
Plattensystem Trays: 80-0675, 80-0676, 80- Boden)
0677, 80-0678, 80-0629 Deckel: JK-Serie 134 3 30
Boden: JK-Serie (Fester
Boden: NA - ) 132 4 30
Fibula-Stabsystem Deckel: NA Sggg:;/ IN-Serie (Perforierter
Trays: 80-0117, 80-0116 Deckel: JK-Serie 134 3 30
Boden: JN-Serie (Perforierter
Unterarmstabsystem Trays: ROD-1001 (tray nur) Boden) 132 4 30
Deckel: JK-Serie
Boden: 80-2521, 80-3946, 80- . .
' ' + IN- 132 4 30
Fibula- und Unterarm- | 3948, 80-4062, 80-4064 gggg:) IN-Serie (Perforierter
Nagelsystem 2 Deckel: 80-2522, 80-3947, 80- Deckel: JK-Serie
3949, 80-4068 ' 134 3 30
Lésungen fir Trays: 80-1915, 80-1916, 80- | Boden: IN-Serie (Perforierter
Boden) 132 4 30
Unterarmfrakturen 1922 . .
Deckel: JK-Serie
Boden: NA Boden: JK-Serie (Fester 132 4 30
Handblattensvstem Deckel: NA Boden)/ JN-Serie (Perforierter
P 4 Trays: 80-0346, 80-0347, 80- Boden)
1815, 80-1817 Deckel: JK-Serie 134 3 30
Boden: NA Boden: JK-Serie (Fester 132 4 30
GroBes Acutrak 2- Deckel: NA Boden)/ IJN-Serie (Perforierter
Schraubensystem Trays: 80-0870, 80-0871, 80- Boden) 134 3 30

0876, 80-0877

Deckel: JK-Serie
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@ Erganzende Informationen

Artikelnummern des
Unterteils des Behdlters
und des Deckels oder des

Parameter des Vorvakuum-Dampfsterilisators
Aesculap-Artikelnummer

(Behdlter in geeigneter Expositionsdau

Systembezeichnung

. - Expositionstem Trocknungsda
Trays / freistehenden GroBe verwenden) @ er .
Caddys peratur (°C) (minuten) uer (minuten)
Modulares System fiir
die unteren Extremitaten | Trays: 80-0427, 80-0428, 80- . cari .
mit Trays fiir Knochel | 1501 (behélter), 80-0744 Boden: JN-Serie (Perforierter
. . h Boden) 132 4 30
und Fersenbein ODER (optional), 80-0434 optional), Deckel: JK-Serie
VorfuB-/MittelfuB3- 80-0590 (optional) ’
Platten-Trays
Boden: IN-Serie (Perforierter
Unterarm- Boden)
. Trays: 80-0183 Deckel: JK-Serie 132 4 30
Mittelschaftplattenschale -
Aesculap Perforierter Tray
Basket: JF Series
Mittelschaft-Unterarm- | L\ 1 o0 101 Boden: JK-Serie (Fester 132 4 30
Plattensystem : gogeng/ IN-Serie (Perforierter
Trays: 80-1915, 80-1916 oden
Deckel: JK-Serie 134 3 30
Boden: JK-Serie (Fester 132 4 60
Modulares Handsystem Artikelnummern des Unterteils | Boden)/ JN-Serie (Perforierter
Y des Behalters: PL-WFO01 Boden)
Deckel: JK-Serie 134 3 60
Satz 1 Tray: 80-1928, 80- Boden: JK-Serie (Fester 132 4 30
Polarus 3-Lésun 1929, 80-1930 Boden)/ IN-Serie (Perforierter
9 Satz 2 Tray: 80-1934, 80- Boden)
1935, 80-1936 Deckel: JK-Serie 134 3 30
Boden: JN-Serie (Perforierter
Boden)
Polarus-Humeralstab Trays: MS-9000 (Tray nur) Deckel: JK-Serie 132 4 30
Aesculap Perforierter Tray
Basket: JE-Serie
Acutrak- Boden: JK-Serie (Fester 132 4 30
Schraubenentfernunass Boden: 80-0587 Boden)/ IN-Serie (Perforierter
stem 95 | Deckel: 80-0588 Boden)
Deckel: JK-Serie 134 3 30
Boden: JN-Serie (Perforierter
Boden) 132 4 30
Deckel: JK-Serie
Frasersystem fiir kleine | Artikelnummern des Unterteils
Gelenke des Behalters: MTP-0500 Boden: JK-Serie (Fester
Boden)/ IN-Serie (Perforierter 134 3 30
Boden)
Deckel: JK-Serie
Boden: JK-Serie (Fester 132 4 30
Basis-Set fiir kleine Boden: 80-2383 Boden)/ JN-Serie (Perforierter
Fragmente Deckel: 80-2384/ 80-2683 Boden)
Deckel: JK-Serie 134 3 30
. Boden: JK-Serie (Fester 132 4 30
PlaTt?;f]'sf”:t'grr: i Deckel: 80-2123 Boden)/ IN-Serie (Perforierter
Hand yelenke Trays:80-0346, 80-1223 Boden)
9 Deckel: JK-Serie 134 3 30
B Boden: JK-Serie (Fester 132 4 30
Ulna-Verkirzungsplatte | Boden: 80-0512 Boden)/ JN-Serie (Perforierter
(Osteotomiesystem) Deckel: 80-0511 BOden)
Deckel: JK-Serie 134 3 30
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Symbolglossar

Symbol Beschreibung

- Das Fadenkreuz ist ein eingetragenes Warenzeichen von Acumed. Es kann allein oder mit dem Namen Acumed
. erscheinen.
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> VUTTANPWHATIKEC MANPOPOPIEC

Anooteipwon Ze AkapnTtoug MepiEkTeg AnooTeipwong Aesculap®.

O1 napouoeg 0dnyieg npoopiovTal yia ToV XEIPOUPYO NOU eKTEAEI TRV eENEPBaon Kai To

UNOOTNPIKTIKO NPOCMNIKO enayyeApaTiov vyeiac. O1 odnyieg ornv EAAnvIKR YA@ood
(EL) npoopilovTal yia XpROTEG O€ XWPEG Onou opiAouvTal Ta EAAnvika.

NEPITPA®H

O1 dIapoPPWOEIC TOU cuoTAKAaTog Acumed nou avagEpovTal NapakaTw EXOUV ENIKUPWOEI yia anooTeipwon
OTOUG KaBOPIOHEVOUG NEPIEKTEG anoaTeipwang Aesculap.

NMAHPO®OP'IEZ I'MA TH XP'HZH

O1 0dnyieg xpnong Tng Acumed yia Ta CUCTAPATA EYPUTEUPATWV Kal EPYAAEiwV PNopoUV va eVTOMIOTOUV LE
ToV apiBuo eEapTnuaTog otn dielbuvon http://www.acumed.net/ifu. AuTeg ol 0dnyiec nepiAappavouv
NEPIYPAPEG NPOIOVTWY, NANPOPOPIEC yia Tn Xpnon, evOEIEeIC, avTevOEIEEIC, NPOEIDONOINTEIC, NMPOPUAAEEIC,
aveniBupunTa cupBavra, odnyieg kabapiopou kal odnyieg anoBrnKeuonc Nou aneubuvovTal GToV XEIPOUPYO.

EmnAéov Odnyiec xpriong yia To Aesculap napéxovral and tnv Aesculap. Mnopeite va BpeiTe auTeg TIg
odnyieg pe Tov ApIBUO npoiovTog Aesculap otn dieuBuvon http://www.aesculapusa.com/ kai NPENEl va TIg
€EETAOETE NpIV ANO TN XPAON TWV anooTeEIpwHEVWV NePIEkTWV Aesculap. Or ApiBuoi npoidvToc napatifevral
OTOV NAPAKAT® nNivakda.

ZTEIPOTHTA

e O1 un oTeipec dIATAEEIC £XOUV ENIKUPWOET XPNOIKONoINVTAC TIC NAPARETPOUC ANooTEIPwWONG Nou
avagEpovTal NapakaTw, o€ NANPWS POPTWHEVOUC BioKOUG HE OAa Ta HEPN KATAAAAWG TONoBETNWEVA.
H anooTeipwon npénel va oAokAnpwveTal cUPPWVA Ke TIG emnAéov Odnyiec Xpong nou napexovTail ano
Tnv Aesculap.

O KAGAPIZM'OZ

e O KaBapIoPoOC TWV NEPIEKTWV ANOOTEIPWONG Aesculap npenel va 0AOKANPWVETAl GUP@wva e TIC Odnyieg
Xpriong nou napéxovral anod Tnv Aesculap.

o O kaBapiopog Twv npoiovTwv TG Acumed npénel va oAokANpwveTal cUPPWVA We TIG Odnyiec Xprong
TOU €EAPTNATOG N TOU CUOTAKATOG Nou napgxovTal anod Tnv Acumed pe Baon Tov apiBuod eidouc.

ANOZTEIPQzZH

e AuTa Ta npoiodvTa Oev gival OTEIpa kal NPENEl va anooTelpwBoUv anod To VOGOKOEIO NIV ano Tn xpnon.
O1 pun oTeipec dIATAEEIC £XOUV ENIKUPWOEI XPNOIKONOIWVTAG TIC NAPAPETPOUC AMNOOTEIPWONG NOU
avagEpovTal NapakaTw, o€ NANPWS POPTWHEVOUC OioKOUC e OAa Ta PEPN KATAAAAAWC TonoBeTNUEVA.
H anooTeipwon npénel va oAOKANPWVETAlI CUPPWVA KE TIC eMNAEov Odnyiec Xpiong nou napexovTail ano
Tnv Aesculap.


http://www.acumed.net/ifu
http://www.aesculapusa.com/
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EKTEAEOTE TNV ANOCTEIPWON XPNOIKONOIMVTAC AUTOKAUGTO HE OUVAMIKN apaipeon agpa (NpokaTepyacia
Kevou).

- H anooteipwon pe peratonion péow BapuTtnTag dev cuvioTdaTal.

- H (unepTaxeia) anooTeipwon yia aygean xpnon 0ev GuVICTATAl.
'OTav anooTelpWVETE NOANG O€T 1 NOAEG dIaTAEEIC, va BePalwveoTe OTI Oev EXETE UNEPPREi TO OpIO
MEYIOTOU (OpPTiOU TOU KAIBAVOU anooTeipwonG.
Mn oToIBAlETE TOUC NEPIEKTEC, KABWC auToO Pnopei va epnodicel Tn dl€icduon Tou aTpou Kal va
avaoTeiAEl TO OTEYVWHA.
AvaTpeETe OTIC 0ONYIEC TOU KATAOKEUAOTH TOU KNIBAvou anooTeipwong kal d1acpaAlioTe Tn owoTn
€ykaraoTaaon, Baduovounaon, Xpron kal GuvexiCOevn ouvThpnaon.
Ta anooTelpwpéva NPoioVTa NPENEl va agrvovTal va Kpuwaouv os Beppokpacia nepiBaliovrog npiv
ano Tn Xpnon. AuTO nITPENEl TOV ACPAAr XEIPIOKO TOUG KAl anoTPENE! T CUUNUKVWOT).
AKOMNOUBEITE TIG TPEXOUTEG KATEUBUVTAPIEG 00NYiEC BEATIOTNG NPAKTIKAG Tou KAadou OMnw¢ To NPOTUMNO
ANSI/AAMI ST79:2017*.

* Association for the Advancement of Medical Instrumentation (AAMI) (ZUA\oyog yia Tn BeATinon Twv
Iatpikwv EpyaAsiwv). ZuvonTikog odnyog yia TNV anoaTeipwon e aTpd kal Tn dlacpalion oTelpdTnTaAG O€
€yKATAOTACEIG UYEIOVOMIKNG NepiBaAywng (Comprehensive guide to steam sterilization and sterility
assurance in health care facilities). AAMI ST79:2017. Arlington, VA.

e XTOV akOAouBo nivaka napoucialovTal ol EAXIOTEG NAPAPETPOI MOU EXOUV EMIKUPWOEI* yia Tnv eniTeuén

€voc anarroUpevou eminédou dilaopaiiong oTeipoTnTac (SAL) Tng Td&ng Tou 10 yia To aloTnua.
ZnHAvTIKNA onUEinon:

- O1 napaueTPOI anooTEIPWONG €ival EYKUPES JOVOV Yia dIAaTAEEIC Nou £xouv kabapioTei oUP@WVA e
TIG NapoUoeC 0dnyieC Kal €ival EVTEAWG OTEYVEG.

- O1 napapeTpoI AnoaTEIPWONG Eival EYKUPEC HOVOV OTav ol dIATAEEIC ival TONOBETNHEVEC CWOTA
oTIG Bnkeg PUAaENG TnG Acumed kail TnG Aesculap PE Toug kwdikoug €idoUG Nou avaypagovTal
oTov nivaka.

- Avatpé€te oTic Odnyieg XproNG TOU CUCTAKATOG YIA NEPICTOTEPEC MANPOPOPIEC OXETIKA E TIG
HEBGDOUG kaBapiopoU, eneEepyaaiac kal anooTeipwong TwV dIATAEEWV.
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Emkupmpéveg AiapopPpwoeiC Kal NMapapeTpor:

Bdon Onkng kai kandki n

Ap16p0G npoiovTog Aesculap
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MapapeTpol KAIBAVOU anooTEIPWONG HE ATHO HE

NPOKATEPYACIa KEVOU

ST A diokoG/Ap1Bpoi npoidvTog (XpnoIHONOINOTE NEPIEKTEG i . :
OUCTHHATOG . - SAANA :8 G)EIE’HOKI?(W"! Xpovog Xpovog
auTOVOHOU KOUTIOU kaTaAAnAou pey£Boug) £KOEONG £KOEONC Eipavonc
(°C) (AenTa) (AenTa)
, MuBpévac: NA MuBpévac: JK Zeipa (Sokandaki 132 4 30
oo-rigng'Jr\]/ggo Kanaki: NA MuBpevag)/ IN Zeipd
IAGKGOV Aculotr:mz Aiokol: 80-0347, 80-0346, 80- (d1atpnTog MuBpévac)
0754, 80-0787, 80-0752 Kandki: JK Seipd 134 3 30
MuBpévac: NA MuBpévac: JK Zeipa (Sokandaki 132 4 30
Kandki: NA MuBpévac)/ IN Zeipa
Aiokor: AT2-005, AT2-006, AT2- | (diatpnTog MuBuévac) 134 3 30
SUoTNHa BISGV 007, AT2-004, 80-1527 Kanaki: JK Zeipa
Acutrak 2 MuBpévac: JK Zeipa (Sokandakl 132 4 30
Kandaki: 80-0809, 80-0812 MuBpévac)/ IN Zeipa
Aiokor: 80-0808, 80-0811 (d1atpnTog MuBuévac)
Kanaki: JK Zeipa 134 3 30
NuBpévag: JK Zeipd (Sokandk 132 4 30
MikpoenEkTaon Mubuévac: 80-1527 MuBuévac)/ IN Zeipa
Acutrak 2 Kanaki: 80-1534 (diaTpnTog MubuEvac)
Kanaki: JK Zeipa 134 3 30
. , MuBpévac: IN Zeipd
Bideg ouvrning MuBuevac kai Kandki: ATF-060 | (diatpnTog MuBuévag) 132 4 30
Acutrak o \
Kanaki: JK Zeipa
SUGTNUG QVATOUIKA MuBpévac: IN Zeipd
e 2‘; e Ki‘éqnc Aiokol: TR-0004, TR-0005 (8iaTpnTog MuBpEvac) 132 25 70
PTG KEPKIOAG Kanaki: JK Zeipa
MuBpévag: NA MuBpévag: JK Zeipd (Sokandki 132 4 30
AUOEIC QVaATOMIKNAG Kandaki: NA MuBuévac)/ IN Zeipa
KEQPAANG Kepkidag Aiokol: 80-2002, 80-2003, 80- (d1aTpnTog MuBPEVAC)
0365, AT2-006 Kandki: JK Zeipa 134 3 30
MuBuevac: 80-3640/80-
' ' 369;/80-%693 I‘Iueps::vaq: JK ZEIp(']' (Sokanaki 132 4 30
AUOEIG avaToIKAG Kandki: 80-3641, 80-4068 MuBpevac)/ IN Zeipa
KEPAANG Kepkidag 2 01aTpnTog Mubuéva
PEANG KEpiBas Aiokor: 80-4040, 80-4041, 80- fmndﬁﬂ I zg,pd” 9 134 3 30
4042, 80-4043
StoThua . MuBuevag: JK Zeipa (Sokanaki 132 4 30
, MuBuevag: 80-2340 MuBuevac)/ IN Zeipa
00TEOOUVOEDNG oKi: 80-2341 516 MuBLE
nAGKGV aoTpayaiou 3 Kanak: 80- (diarpnog. MuBpevac) 134 3 30
Kanaki: JK Zeipa
MNuBpevac: NA MuBpévac: JK Seipd (Sokandaxi
Kanaxki: NA MuBpévac)/ IN Seipd 132 4 60
Aiokoi: NA (3iaTpnToc MuBpévac)
ZTnp! Kapriou Arc , \
npiénG Kap METAPEPETE Ta NEPIEXOMEV Kanaki: JK Zeipa .
TOU MEPIEKTN OF BIATPNTA Aesculap AiatpnTog kaAdéia: 134 3 60
kaAaBia. JF Zeipa
NuBuévag: JK Zeipad (Sokandki 132 4 30
APOHOINTIHOG MuBuévac: 80-0485 MuBuévac)/ IN Zeipa
neipog/kap@i Biotrak | Kandki: 80-0486 (d1atpnTog MuBpévac)
Kandki: JK Seipa 134 3 30
NuBuévag: JK Zeipad (Sokandki 132 4 30
Agopoiwoiun Bida MuBpévag: 80-0517 MuBpévac)/ IN Zeipa
Biotrak Kanaki: 80-0518 (diatpnTog MubuEvac)
Kandki: JK Seipa 134 3 30
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MapapeTpol KAIBAVOU anooTEIPWONG HE ATHO HE

NPOKATEPYACIa KEVOU

Ovopacia : Ep——— ; ; .
OUCTRAPATOG 6|0Koq/'Ap|6p0| npowy-rog (Xpno,;:\:n:mo'rs n'seplsk'rsq OEPPOKPGUIG Xpovog Xpévog
auTOVOHOU KOUTIOU kataAAnAou pey£Goucg) £kOeoNg &xBeonc Efipavone
(°C) (AenTa) (AenTa)
MuBpévac: NA MuBpévac: IN Zeipa
Kanaki: NA (diatpnTog MubuEvac)
. . Kanaki: JK Zeipa 132 4 30
METaQEPETE Ta NEPIEXOUEVA . .
TOU MEPIEKTN O BIATPNTA g‘esﬁut";f?mmoq Aiokog
st . kahadia. asket: €lpa
(OTNUA OCTIKOV
HOOXEUHATWY
, MuBpévac: JK Zeipa (Sokandaki
MuBpevag: BG-8070 MuBpévac)/ IN Seipa
, . . 134 3 30
Kanaki: BG-8070 (dratpnTog MuBpEvac)
Kanaki: JK Zeipa
, . . MuBpévac: IN Zeipd
Z0oTnua aulho@opwv | Aiokor: 80-1825, 80-1827, 80- ) .
. diatpnTog MuBpeva 132 4 30
BiSGV 6,5/7,3 mm | 2020 (Quaronros iy 5
MuBuevag: 80-3684, 80-3919, MuBuévag: JK Zeipad (Sokandki 132 4 30
SUoTnua auhopopwy | 80-3921, 80-3934, 80-4001 MuBpévac)/ IN Seipd
Bidav 4,0 mm Kanaki: 80-3683, 80-3920, 80- | (81aTpnTog MuBpévac)
3922, 80-3935, 80-4002 Kanaki: JK Zeipd 134 3 30
Aiokor: 80-0308, 80-0344, 80-
sUoTnua 0345, 80-0525, 80-0346, 80- MuBpévac: IN Zeipd (diaTpnTog
00TE00UVOEDNG 0785(npoaipeTiko), 80-0136 MuBpévac) 132 25 70
nAakoV KAeidag (npoaipeTikd), 80-0347 Kanaki: JK Zeipa
(NpoalpeTIKO)
sUoTnua Aiokor: 80-0308, 80-0346, 80- . . .
ooTeooUVBEONC | 0525, 80-3789, 80-3790, 80- Hﬁg“zgq) /J;<Nz§'£"l’°d (Sokanaxi 132 4 30
NAGK®WV KAEidag (pe 3791(npoaipeTikd), 80-0136 (6|d$ ch) Mue .c';F\),q )
€MIKAIPOMOINKEVOUG (npoaipeTikd), 80-0347 Kandﬁ?' J|§ZEI d“ < 134 3 30
HnAe diokouc) (npoalpeTikd) ’ P
sooTNUa MuBuévag: NA NuBuévag: JK Zeipad (Sokandki 132 4 30
omsooﬂr\lgso Kanaki: NA MuBuévac)/ IN Zeipa
ek chg Aiokor: 80-0675, 80-0676, 80- | (BiatpnToc MuBuévac)
A 0677, 80-0678, 80-0629 Kandki: JK Zeipa 134 3 30
_— NuBuévag: JK Zeipad (Sokandki 132 4 30
SuoTnua papdou Egggi:{al\clANA MuBpévac)/ IN Zeipa
nepovng . . N ) (d1aTpnTog MuBpévac)
Aiokor: 80-0117, 80-0116 Kanaki: IK Zeipa 134 3 30
} , MuBuévac: IN Zeipd
Zug\T/?ILéa gaiggou Aiokor: ROD-1001 (diokoc) (d1aTpnTog MuBuévac) 132 4 30
Pax Kanaki: JK Zeipa
, . MuBuévac: 80-2521, 80-3946, . ,
Boma o | a0 e s00es boaoss | [UWEres MEed : »
o % 0”90 . Kandwi: 80-2522, 80-3947, 80- | dp’! Jé se d” <
VTIBpayiou 3949, 80-4068 nAKi: Ip 134 3 30
AUOEIC KaTAyHaTog Aiokor: 80-1915, 80-1916, 80- (ﬂal:grsvgg: JI'I'\:J?E/?J ) 132 4 30
avTiBpayiou 1922 ‘pr! o HEVAG
Kanaki: JK Zeipa
SUoTNLG MuBuévag: NA NuBuévag: JK Zeipad (Sokandki 132 4 30
oo-rz-:ooUr\lgso Kandki: NA MuBpévac)/ IN Zeipa
oy v Io”l.f Aiokoi: 80-0346, 80-0347, 80- | (diatpnToc MuBpévac)
Xep 1815, 80-1817 Kanaki: JK Zeipd 134 3 30
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Ovopaocia
OUCTHHATOG

suoTtnua BIdwv
Acutrak 2 peyalou
HeyEBoug

Bdon Onkng kai kandaki n

diokog/ApiOpoi NpoidvTog
AUTOVOHOU KOUTIOU

MuBuévag: NA

Kanaki: NA

Aiokor: 80-0870, 80-0871, 80-
0876, 80-0877
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MapapeTpol KAIBAVOU anooTEIPWONG HE ATHO HE

NPOKATEPYACIa KEVOU
Ap18p4G npoiovrog Aesculap - il

(XpNOIHONOINOTE NEPIEKTEG

; ! OepHoKpacia
kaTaAAnAou pey€Boug)

€k0gong
(°C)

MuBpévac: JK Zeipa (Sokanaki 132 4 30
MuBuévag)/ IN Zeipd
(d1atpnTog MuBuévac)
Kanaki: JK Zeipa

Xpavog
€KOEONG
(AenTa)

Xpovog

gnpavong
(AenTa)

134 3 30

ApBpwTO cUoTNUa
KATW AKPWV HE
diokouc aoTpayalou
kai nTépvag 'H
diokoug
00TE00UVOEDNG
nAakVv gunpdodiou
Kal Jegaiou TUAKATOG
TOU NENJATOG

Aiokor: 80-0427, 80-0428, 80-
1501 (kouTioU), 80-0744
(MpoaipeTikd), 80-0434
(MpoaipeTikd), 80-0590
(MpoaipeTikd)

MuBpévac: IN Zeipd
(d1atpnTog MuBpévac) 132 4 30
Kanaki: JK Zeipa

MatéAa nAak®v
Heoaiou TURAKATOC
avTiBpayiou

Aiokor: 80-0183

MuBpévac: IN Zeipd
(d1atpnTog MuBuévac)
Kanaki: JK Zeipa 132 4 30
Aesculap AilaTpnTog Aigkog
Basket: JF Zeipa

SUoTNHa NAGkag
avTiBpaxiou peoaiou
agova

Kanaki: 80-1914
Aiokor: 80-1915, 80-1916

MuBpévac: JK Seipd (Sokandakl 132 4 30
MuBpévac)/ IN Zeipd
(d1atpnTog MuBuévac)

Kanaki: JK Zeipa 134 3 30
MuBpévac: JK Ssipad (Sokanaki 132 4 60

ApBpwtd obotnua MuBpévag kar Kanaki: PL-WF01 MuBpévac)/ IN eipd

Xepiou ) (d1atpnTog MuBuévac)

Kanaki: JK Zeipa 134 3 60
Set 1 Aiokol: 80-1928, 80-1929, I‘Iueps::vaq: JK ZEID(']' (Sokanaki 132 4 30

AUGn Polarus 3 80-1930 MuBpevac)/ IN Zeipa
n Set 2 Aiokol: 80-1934, 80-1935, | (diaTpnToc MuBpévac) 134 5 2

80-1936

Kanaki: JK Zeipa

Papdog Bpaxioviou
Polarus

Aiokol: MS-9000 (Aiokol)

MuBuévac: IN Zeipd
(d1aTpnTog MuBpEvac)
Kanaki: JK Zeipa 132 4 30
Aesculap AiaTpnTog Aiokog
kaAaeia: JE Zeipa

UoTNUa apaipeong
Bidwv Acutrak

MuBuévac: 80-0587
Kanaki: 80-0588

MuBuévac: JK Zeipa (Sokandki 132 4 30
MuBuévac)/ IN Zeipa
(d1atpnTog MuBpévac)
Kanaki: JK Zeipa

134 3 30

SUoTnua dIEupuvThPa
apBpwoswv HIKkpoU

MuBuévac kar Kanaki: MTP-
0500

MuBuévac: IN Zeipd
(d1atpnTog MuBpévac) 132 4 30
Kanaki: JK Zeipa

Heyeboug MuBpévac: JK Zeipd (Sokandki
MuBuévac)/ IN Zeipa
(d1atpnTog MuBpévac) 134 3 30
Kanaki: JK Zeipa
, NuBuévag: JK Zeipad (Sokandki 132 4 30
epaugigf(ﬂfl’rlﬁl(poo MuBpévac: 80-2383 Mupévac)/ IN Seipd
LEVEBouC Kanaki: 80-2384/ 80-2683 (d1atpnTog MuBuevag) 134 3 30

Kandaki: JK Zeipa
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MapapeTpol KAIBAVOU anooTEIPWONG HE ATHO HE

. , .. NPOKATEPYACIa KEVOU
Baon Onkng kai kandaki n

diokog/ApiOpoi NpoidvTog
AUTOVOHOU KOUTIOU

Ap18p0G npoidvrog Aesculap
(XpNOIHONOINOTE NEPIEKTEG
KaTaAAnAou pHey€60uG)

Ovopacia ,
Ogppokpacia
£kOeoNG

OUCTHHATOG

Xpavog Xpovog

(°C)

€KOEONG
(AenTa)

gnpavong
(AenTa)

2UoTnHa oNIKAG NuBuévag: JK Zeipad (Sokandki 132 4 30
oUVTNENG Kandaki: 80-2123 MuBpévac)/ IN Zeipa
00TEOOUVOEDNG Aioko1:80-0346, 80-1223 (diatpnTog MubuEvac)
NAaK®v kapnou Kanaki: JK Zeipa 134 3 30
. . MuBpévac: JK Zeipa (Sokanaki 132 4 30
Ig}giﬂf{’; S(S;/r?l?g MuBpévac: 80-0512 MuBpévac)/ IN Zeipa
: Kandaki: 80-0511 (d1atpnTog MuBpévac)
ooTEOTORIAC) Kandki: JK Zeipd 134 3 30
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FAwoodapio CUHBOAWV

ZuuBoAo Nepiypapn

- To otavpovnua sivat urmopiko ofnua katateBev g Acumed. Mropsi va spgavidstat povo tou ) padl pe tTnv
R emMwvupia Acumed.
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Supplemental Information

Sterilization in Aesculap® Rigid Sterilization Containers

= These instructions are intended for the Operating Surgeon and supporting Healthcare

Professionals. The EN instructions are intended for users in English speaking countries
outside the United States and its territories.

DESCRIPTION

The Acumed system configurations listed below have been validated for sterilization in the specified
Aesculap sterilization containers.

INFORMATION FOR USE

Acumed Instructions for Use for implant and instrument systems can be found by part number at
http://www.acumed.net/ifu. These instructions include product descriptions, information for use, indications,
contraindications, warnings, precautions, adverse effects, cleaning instructions, and storage instructions for
the personal attention of the operating surgeon.

Additional Aesculap Instructions for Use are provided by Aesculap. These instructions can be found by
Aesculap Item Number at http://www.aesculapusa.com/ and must be reviewed prior to use of Aesculap
sterile containers. Item Numbers can be found in the table below.

STERILITY

¢ Nonsterile devices have been validated using the sterilization parameters listed below, in fully-loaded
trays with all parts placed appropriately. Sterilization must be completed in adherence to the additional
Instructions for Use provided by Aesculap.

CLEANING

¢ Cleaning of Aesculap sterilization containers should be completed in adherence to the Instructions for
Use provided by Aesculap.

e Cleaning of the Acumed products should be completed in adherence to the part or system Instructions
for Use provided by Acumed by product part number.

STERILIZATION

e These products are non-sterile, and must be sterilized by the hospital prior to use. Nonsterile devices
have been validated using the sterilization parameters listed below, in fully-loaded trays with all parts
placed appropriately. Sterilization must be completed in adherence to the additional Instructions for Use
provided by Aesculap.

e Perform sterilization using a dynamic-air-removal (prevacuum) autoclave.

- Gravity displacement sterilization is not recommended.
- Immediate use (flash) sterilization is not recommended.
e Ensure the sterilizer's maximum load limit is not exceeded when sterilizing multiple sets or devices.


http://www.acumed.net/ifu
http://www.aesculapusa.com/
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¢ Do not stack containers as this might prevent the penetration of steam and inhibit drying.

e Refer to the sterilizer manufacturer's instructions and ensure proper installation, calibration, use, and
ongoing maintenance.

e The sterilized items should be allowed to cool to room temperature before handling. This allows for safe
handling and preventing condensation.

e Follow current industry best practice guidelines such as ANSI/AAMI ST79:2017*.

* Association for the Advancement of Medical Instrumentation (AAMI). Comprehensive guide to steam
sterilization and sterility assurance in health care facilities. AAMI ST79:2017. Arlington, VA.

e The following table shows the minimum parameters validated* to achieve a required Sterility Assurance
Level (SAL) of 10°° for the system.

Important:

- Sterilization parameters are only valid for devices that have been cleaned per these instructions
and are thoroughly dry.

- Sterilization parameters are only valid when the devices are properly housed in the Acumed and
Aesculap storage case part nhumbers identified in the table.

- Please refer to the system IFU for more details on device cleaning, processing, and sterilization
methods.
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Validated Configurations and Parameters:

System Name

Case Base and Lid or
Tray/Standalone caddy part

Aesculap Part Number

(Use Appropriate size
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Exposure

Pre-vacuum Autoclave

- Exposure Time Dry Time
numbers containers) Tem?fgt“’e (minutes) (minutes)
Case Base: NA Bottom: JK series (Solid 132 4 30
Aculoc 2 Plating Case Lid: NA Bottom)/ JN series (perforated
System Trays: 80-0347, 80-0346, 80- Bottom)
0754, 80-0787, 80-0752 Lid: JK series 134 3 30
Case Base: NA Bottom: JK series (Solid 132 4 30
Case Lid: NA Bottom)/ JN series (perforated
Trays: AT2-005, AT2-006, AT2- Bottom) 134 3 30
Acutrak 2 Screw 007, AT2-004, 80-1527 Lid: JK series
System Bottom: JK series (Solid 132 4 30
Case Lid: 80-0809, 80-0812 Bottom)/ JN series (perforated
Trays: 80-0808, 80-0811 Bottom)
Lid: JK series 134 3 30
Bottom: JK series (Solid 132 4 30
Acutrak 2 Case Base: 80-1527 Bottom)/ JN series (perforated
Microextension Case Lid: 80-1534 Bottom)
Lid: JK series 134 3 30
Bottom: JN series (perforated
Acutrak Fusion Case Base and Lid: ATF-060 Bottom) 132 4 30
Lid: JK series
. . Bottom: IJN series (perforated
Anatomic Radial Head | r. . 1r_0004, TR-0005 Bottom) 132 25 70
System . .
Lid: JK series
Case Base: NA Bottom: JK series (Solid 132 4 30
Anatomic Radial Head | Case Lid: NA Bottom)/ JN series (perforated
Solutions Trays: 80-2002, 80-2003, 80- Bottom)
0365, AT2-006 Lid: JK series 134 3 30
Case Base: 80-3640/80-
3692/80-3693 / Bottom: JK series (SO"d 132 4 30
Anatomic Radial Head | case Lid: 80-3641, 80-4068 Bottom)/ JN series (perforated
Solutions 2 Bottom)
Trays: 80-4040, 80-4041, 80- Lid: JK series 134 3 30
4042, 80-4043
Bottom: JK series (Solid 132 4 30
Ankle Plating System Case Base: 80-2340 Bottom)/ JN series (perforated
3 Case Lid: 80-2341 Bottom)
Lid: JK series 134 3 30
Case Base: NA Bottom: JK series (Solid
Case Lid: NA Bottom)/ N series (perforated 132 4 60
Arc Wrist Tower Trays: NA Bo t.tom) )
. Lid: JK series
Transfer tray contents into Aesculap Perforated Basket: JF 134 3 60
perforated baskets. Series
Bottom: JK series (Solid 132 4 30
Biotrak Resorbable Case Base: 80-0485 Bottom)/ IN series (perforated
Pin/Nail Case Lid: 80-0486 Bottom)
Lid: JK series 134 3 30
Bottom: JK series (Solid 132 4 30
Biotrak Resorbable Case Base: 80-0517 Bottom)/ IN series (perforated
Screw Case Lid: 80-0518 Bottom)
Lid: JK series 134 3 30
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@ Supplemental Information

Case Base and Lid or

Pre-vacuum Autoclave

Aesculap Part Number

System Name Tray/Standalone caddy part (Use Appropriate size Exposure Ex . .
i posure Time Dry Time
numbers containers) Tem(poegture (minutes) (minutes)
Case Base: NA Bottom: JN series (perforated
. Bottom)
Case Lid: NA Lid: JK series 132 4 30
Transfer tray contents into Aesculap Perforated Tray
perforated baskets. Basket: JF Series
Bone Graft System
Bottom: JK series (Solid
Case Base: BG-8070 Bottom)/ IN series (perforated
. 134 3 30
Case Lid: BG-8070 Bottom)
Lid: JK series
6.5/7.3mm . Q. . ) Bottom: JN series (perforated
Cannulated Screw ;Bazés 80-1825, 80-1827, 80 Bottom) 132 4 30
System Lid: JK series
Case Base: 80-3684, 80-3919, Bottom: JK series (Solid 132 4 30
4.0mm Cannulated | 80-3921, 80-3934, 80-4001 Bottom)/ JN series (perforated
Screw system Case Lid: 80-3683, 80-3920, B_ottom) )
80-3922, 80-3935, 80-4002 Lid: JK series 134 3 30
Trays: 80-0308, 80-0344, 80- . .
Clavicle Plating 0345, 80-0525, 80-0346, 80- ggggm) IN series (perforated - s o
System 0785(optional), 80-0136 Lid: IK series
(optional), 80-0347 (optional) !
Clavice Plating | G0t 0 o0 | Bottom N senes (perforated 132 ! %0
System (with updated Soiettbethetouhad ottom)/ IN series (perforate
blue trays) 3791(optional), 80-0136 Bottom)
Y (optional), 80-0347 (optional) Lid: JK series 134 3 30
Case Base: NA Bottom: JK series (Solid 132 4 30
. Case Lid: NA Bottom)/ JN series (perforated
Elbow Plating System | ¢ "80-0675, 80-0676, 80- | Bottom)
0677, 80-0678, 80-0629 Lid: JK series 134 3 30
Bottom: JK series (Solid 132 4 30
Case Base: NA -
Fibula Rod System Case Lid: NA Sgggm/ IN series (perforated
Trays: 80-0117, 80-0116 Lid: JK series 134 3 30
Bottom: JN series (perforated
Forearm Rod System | Trays: ROD-1001 (tray only) Bottom) 132 4 30
Lid: JK series
Case Base: 80-2521, 80-3946, . ) 132 4 30
Fibula and Forearm | 80-3948, 80-4062, 80-4064 ggggm) IN series (perforated
Nail 2 Base Set Case Lid: 80-2522, 80-3947, Lid: IK series
80-3949, 80-4068 : 134 3 30
Forearm Fracture | Trays: 80-1915, 80-1916, 80- | cotom: JN series (perforated
- Bottom) 132 4 30
Solutions 1922 L .
Lid: JK series
Case Base: NA Bottom: JK series (Solid 132 4 30
. Case Lid: NA Bottom)/ IN series (perforated
Hand Plating System | - . 80-0346, 80-0347, 80- | Bottom)
1815, 80-1817 Lid: JK series 134 3 30
Case Base: NA Bottom: JK series (Solid 132 4 30
Large Acutrak 2 Case Lid: NA Bottom)/ JN series (perforated
Screw System Trays: 80-0870, 80-0871, 80- Bottom)
0876, 80-0877 Lid: JK series 134 3 30
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@ Supplemental Information

Case Base and Lid or

Pre-vacuum Autoclave
Aesculap Part Number
(Use Appropriate size Exposure
Temperature

(°©)

System Name Tray/Standalone caddy part
numbers containers)

Exposure Time Dry Time
(minutes) (minutes)

Lower Extremity
Modular System with
Ankle and Calcaneal

trays OR Forefoot
Midfoot Plating Trays

Trays: 80-0427, 80-0428, 80-
1501 (Caddy), 80-0744
(Optional), 80-0434 (Optional),
80-0590 (Optional)

Bottom: JN series (perforated
Bottom)
Lid: JK series

132

30

Midshaft Forearm
Plate Platter

Trays: 80-0183

Bottom: JN series (perforated
Bottom)

Lid: JK series

Aesculap Perforated Tray
Basket: JF Series

132

30

Midshaft Forearm
Plate System

Case Lid: 80-1914
Trays: 80-1915, 80-1916

Bottom: JK series (Solid
Bottom)/ JN series (perforated
Bottom)

Lid: JK series

132

30

134

30

Modular Hand System

Case Base and Lid: PL-WFO01

Bottom: JK series (Solid
Bottom)/ JN series (perforated
Bottom)

Lid: JK series

132

60

134

60

Polarus 3 Solution

Set 1 Trays: 80-1928, 80-1929,
80-1930
Set 2 Trays: 80-1934, 80-1935,
80-1936

Bottom: JK series (Solid
Bottom)/ IN series (perforated
Bottom)

Lid: JK series

132

30

134

30

Polarus Humeral Rod

Trays: MS-9000 (trays only)

Bottom: JN series (perforated
Bottom)

Lid: JK series

Aesculap Perforated Tray
Basket: JE Series

132

30

Acutrak Screw
Removal System

Case Base: 80-0587
Case Lid: 80-0588

Bottom: JK series (Solid
Bottom)/ JN series (perforated
Bottom)

Lid: JK series

132

30

134

30

Small Joint Reamer
System

Case Base and Lid: MTP-0500

Bottom: JN series (perforated
Bottom)
Lid: JK series

132

30

Bottom: JK series (Solid
Bottom)/ JN series (perforated
Bottom)

Lid: JK series

134

30

Small Fragment Base
Set

Case Base: 80-2383
Case Lid: 80-2384/ 80-2683

Bottom: JK series (Solid
Bottom)/ IN series (perforated
Bottom)

Lid: JK series

132

30

134

30

Total Wrist Fusion
Plating System

Case Lid: 80-2123
Trays:80-0346, 80-1223

Bottom: JK series (Solid
Bottom)/ IN series (perforated
Bottom)

Lid: JK series

132

30

134

30

Ulna Shortening Plate
(Osteotomy System)

Case Base: 80-0512
Case Lid: 80-0511

Bottom: JK series (Solid
Bottom)/ JN series (perforated
Bottom)

Lid: JK series

132

30

134

30
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Symbols Glossary

Symbol Description

-F The reticle is a registered trademark of Acumed. It may appear alone or with the Acumed name.
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Informacion Adicional

Esterilizacion En Contenedores Rigidos De Esterilizacion Aesculap®

Estas instrucciones estan destinadas al cirujano quirdrgico y a los profesionales

sanitarios de apoyo. Las instrucciones ES estan destinadas a los usuarios de los paises
de habla hispana.

DESCRIPCION

Las configuraciones del sistema Acumed que aparecen a continuacidn han sido validadas para la
esterilizacion en los contenedores de esterilizacion especificados Aesculap.

INFORMACION DE USO

Puede encontrar por nimero de pieza las instrucciones de uso Acumed para los sistemas de implantes e
instrumentos en http://www.acumed.net/ifu. Dichas instrucciones incluyen descripciones del producto,
informacidn para su uso, indicaciones, contraindicaciones, advertencias, precauciones, efectos adversos,
instrucciones de limpieza e instrucciones de almacenamiento para la atencion personal del cirujano que
realiza la operacidn.

Aesculap proporciona instrucciones de uso adicionales. Puede encontrarlas por el nimero de articulo
Aesculap en http://www.aesculapusa.com/ y deben revisarse antes de utilizar los contenedores estériles
Aesculap. Puede encontrar los nimeros de articulo en la siguiente tabla.

ESTERILIDAD

¢ Los dispositivos no estériles se han validado segln los parametros de esterilizacion que se indican a
continuacion, en bandejas totalmente cargadas con todas las piezas colocadas adecuadamente. La
esterilizacién debe completarse respetando las instrucciones de uso adicionales proporcionadas por
Aesculap.

LIMPIEZA

¢ La limpieza de los contenedores de esterilizacién debe completarse respetando las instrucciones de uso
proporcionadas por Aesculap.

¢ La limpieza de los productos Acumed debe completarse respetando las instrucciones de uso de las
piezas o el sistema proporcionadas por Acumed por el niUmero de pieza del producto.

ESTERILIZACION

e Estos productos no son estériles y deben ser esterilizados por el hospital antes de su uso. Los
dispositivos no estériles se han validado segun los parametros de esterilizacion que se indican a
continuacion, en bandejas totalmente cargadas con todas las piezas colocadas adecuadamente. La
esterilizacién debe completarse respetando las instrucciones de uso adicionales proporcionadas por
Aesculap.

¢ Realice la esterilizacion con un autoclave de extraccién de aire dindmica (prevacio).


http://www.acumed.net/ifu
http://www.aesculapusa.com/
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- No se recomienda la esterilizaciéon mediante desplazamiento por gravedad.
- No se recomienda la esterilizacién de uso inmediato (flash).
e Asegurese de que no se exceda el limite de carga maxima del esterilizador cuando se esterilicen varios
juegos o dispositivos.
o No apile los contenedores, ya que esto podria impedir la penetracion del vapor e inhibir la desecacién.
e Consulte las instrucciones del fabricante del esterilizador y aseglrese de que la instalacion, la
calibracion, el uso y el mantenimiento continuo sean adecuados.
e Antes de manipular los articulos esterilizados, debe dejarlos enfriar a temperatura ambiente. De esta
forma, podra utilizarlos de manera segura y evitara la condensacion.
¢ Siga las directrices actuales de la industria como ANSI/AAMI ST79:2017*.

* Association for the Advancement of Medical Instrumentation (AAMI) (Asociacion para el avance de la
instrumentacion médica). Guia exhaustiva de esterilizacion por vapor y garantia de esterilidad en
instalaciones de atencidon médica. (Comprehensive guide to steam sterilization and sterility assurance in
health care facilities). AAMI ST79:2017. Arlington, VA.

¢ La siguiente tabla muestra los parametros minimos validados* para alcanzar un nivel de garantia de
esterilidad requerido de 10 para el sistema.

Importante:

- Los parametros de esterilizacidn solo son validos para los dispositivos que se hayan limpiado
segln estas instrucciones y estén completamente secos.

- Los parametros de esterilizacién solo son validos cuando los dispositivos estan debidamente
alojados en los nimeros de referencia de la caja de almacenamiento Acumed y Aesculap
identificados en la tabla.

- Para mas informacién sobre la limpieza del dispositivo, el procesamiento y los métodos de
esterilizacidn, consulte las instrucciones de uso del sistema.
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Configuraciones y parametros validados:

Numeros de pieza de la

Numero de pieza Aesculap
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Esterilizador de vapor de prevacio

No?:;:‘del b b:::.y /ta|:$ derla ‘::Jza: . (utilice los contenedores Temperatura Tiempo de Tiempo de
SR & ::2 dza eg d(:egnate clfs del tamaiio adecuado) de exposicion exposicion secado
P (&(9) (minutos) (minutos)
Parte inferior: NA Parte inferior: Serie JK (Sélida 132 4 30
Sistema de placas Tapa: NA Parte inferior)/ Serie JN
Aculoc 2 Bandejas: 80-0347, 80-0346, (perforada Parte inferior)
80-0754, 80-0787, 80-0752 Tapa: Serie JK 134 3 30
Parte inferior: NA Parte inferior: Serie JK (Sélida 132 4 30
Tapa: NA Parte inferior)/ Serie JN
Bandejas: AT2-005, AT2-006, (perforada Parte inferior) 134 3 30
Sistema de tornillos AT2-007, AT2-004, 80-1527 Tapa: Serie JK
Acutrak 2 Parte inferior: Serie JK (Sélida 132 4 30
Tapa: 80-0809, 80-0812 Parte inferior)/ Serie JN
Bandejas: 80-0808, 80-0811 (perforada Parte inferior)
Tapa: Serie JK 134 3 30
Parte inferior: Serie JK (Sélida 132 4 30
Microextensiones Parte inferior: 80-1527 Parte inferior)/ Serie JN
Acutrak 2 Tapa: 80-1534 (perforada Parte inferior)
Tapa: Serie JK 134 3 30
Parte inferior: Serie JN
Acutrak Fusion Parte inferior y Tapa: ATF-060 (perforada Parte inferior) 132 4 30
Tapa: Serie JK
Sistema de cabeza Parte inferior: Serie JN
- P Bandejas: TR-0004, TR-0005 (perforada Parte inferior) 132 25 70
radial anatdmica e
Tapa: Serie JK
Parte inferior: NA Parte inferior: Serie JK (Sélida 132 4 30
Soluciones de cabeza | Tapa: NA Parte inferior)/ Serie JN
radial anatémica Bandejas: 80-2002, 80-2003, (perforada Parte inferior)
80-0365, AT2-006 Tapa: Serie JK 134 3 30
Parte inferior: 80-3640/80- Parte inferior: Serie JK (Sélida 132 4 30
- 3692/80-3693 e -
Soluciones de cabeza i Parte inferior)/ Serie IJN
; P Tapa: 80-3641, 80-4068 P
radial anatémica 2 o (perforada Parte inferior)
Bandejas: 80-4040, 80-4041, Tapa: Serie JK 134 3 30
80-4042, 80-4043 pa:
Parte inferior: Serie JK (Sélida 132 4 30
Sistema de placas Parte inferior: 80-2340 Parte inferior)/ Serie JN
para tobillo 3 Tapa: 80-2341 (perforada Parte inferior)
Tapa: Serie JK 134 3 30
Parte inferior: NA Parte inferior: Serie JK (Sélida
Tapa: NA Parte inferior)/ Serie IN 132 4 60
Arco Torre Para Bandejas: NA (perforada Parte inferior)
Mufieca Cambie el contenido de la Tapa: Serie JK
bandeja a las cestas Aes-CUIap Perforada Basket: JF 134 3 60
perforadas. Series
Parte inferior: Serie JK (Sélida 132 4 30
Clavo/clavija Parte inferior: 80-0485 Parte inferior)/ Serie JN
reabsorbible Biotrak Tapa: 80-0486 (perforada Parte inferior)
Tapa: Serie JK 134 3 30
Parte inferior: Serie JK (Sélida 132 4 30
Tornillo reabsorbible Parte inferior: 80-0517 Parte inferior)/ Serie JN
Biotrak Tapa: 80-0518 (perforada Parte inferior)
Tapa: Serie JK 134 3 30




@ Informacion adicional

Numeros de pieza de la

Numero de pieza Aesculap
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Esterilizador de vapor de prevacio

Nosri::;;:el bab:;:'z /t:apr?odgrlaafﬁjzaa:or (utilice los contenedores Temperatura Tiempo de Tiempo de
Jin depen diegnte del tamaiio adecuado) de exposicion exposicion secado
P (°C) (minutos) (minutos)
Parte inferior: NA Parte inferior: Serie JN
Tapa: NA (perforada Parte inferior)
Cambie el contenido de la Ed: S?"eF';'Kf da T 132 4 30
Sistema de injerto bandeja a las cestas Besﬁut?%F eSr e
; ) perforadas. asket. Ji Series
0seo
o Parte inferior: Serie JK (Sétapaa
Parte inferior: BG-8070 Parte inferior)/ Serie JN
- 134 3 30
Tapa: BG-8070 (perforada Parte inferior)
Tapa: Serie JK
Sistema de tornillos e QL . Parte inferior: Serie JN
canulados de 6,5/7,3 Bandejas: 80-1825, 80-1827, (perforada Parte inferior) 132 4 30
80-2020 e
mm Tapa: Serie JK
Parte inferior: 80-3684, 80- o . . 132 4 30
3919, 80-3921, 80-3934, 80- Parte inferior: Serie JK (SO|Ida
Sistema de tornillos | 4001 Parte inferior)/ Serie JN
canulados de 4,0 mm (perforada Parte inferior) 134 3 30
Tapa: 80-3683, 80-3920, 80- Tapa: Serie JK
3922, 80-3935, 80-4002
Bandejas: 80-0308, 80-0344, Parte inferior: Serie IN
Sistema de placas 80-0345, 80-0525, 80-0346, 80- L
, . (perforada Parte inferior) 132 25 70
para clavicula 0785(opcional), 80-0136 Tapa: Serie JK
(opcional), 80-0347 (opcional) pa:
Sistema de placas Bandejas: 80-0308, 80-0346, Parte inferior: Serie JK (Sdlida 132 4 30
para clavicula (con 80-0525, 80-3789, 80-3790, 80- | Parte inferior)/ Serie JN
placas azules 3791(opcional), 80-0136 (perforada Parte inferior) 134 3 30
mejoradas) (opcional), 80-0347 (opcional) Tapa: Serie JK
Parte inferior: NA Parte inferior: Serie JK (Sélida 132 4 30
Sistema de placas Tapa: NA Parte inferior)/ Serie IJN
para codo Bandejas: 80-0675, 80-0676, (perforada Parte inferior) 134 3 30
80-0677, 80-0678, 80-0629 Tapa: Serie JK
Parte inferior: NA Parte inferior: Serie JK (Sélida 132 4 30
Sistema de varillas Tapa: NA ) Parte inferior)/ Serie JN
para perone Bandejas: 80-0117, 80-0116 (perforada Parte inferior) 134 3 30
Tapa: Serie JK
Sistema de varillas Parte inferior: Serie JN
Bandejas: ROD-1001 (tray only) | (perforada Parte inferior) 132 4 30
para antebrazo . -
Tapa: Serie JK
Parte inferior: 80-2521, 80- 3 30
Sistema de clavos | 3946, 80-3948, 80-4062, 80- Parte inferior: Serie IN 1 4
para el peronéy el 4064 (perforada Parte inferior)
antebrazo 2 Tapa: 80-2522, 80-3947, 80- Tapa: Serie JK 134 3 30
3949, 80-4068
Soluciones para e Q. : Parte inferior: Serie JN
fracturas del Bandejas: 80-1915, 80-1916, (perforada Parte inferior) 132 4 30
80-1922 e
antebrazo Tapa: Serie JK
Parte inferior: NA Parte inferior: Serie JK (Sdlida 132 4 30
Sistema de placas Tapa: NA Parte inferior)/ Serie JN
para mano Bandejas: 80-0346, 80-0347, (perforada Parte inferior) 134 3 30
80-1815, 80-1817 Tapa: Serie JK
. . 132 4 30
Sistema de tornillos | parte inferior: NA Parte inferior: Serie JK (Sélida
grandes Acutrak 2 | Tapa: NA Parte inferior)/ Serie JN 134 3 30
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@ Informacion adicional

Nameros de pieza de la Esterilizador de vapor de prevacio

Numero de pieza Aesculap

Nosri\;:er;:el bab:dS:'Z /t:apr?odce;rlaaf\?zaa:or (utilice los contenedores Temperatura Tiempo de Tiempo de
Jin depen diegnte del tamaiio adecuado) de exposicion exposicion secado
P (°C) (minutos) (minutos)
Bandejas: 80-0870, 80-0871, (perforada Parte inferior)
80-0876, 80-0877 Tapa: Serie JK
Sistema modular para
extremidades Bandejas: 80-0427, 80-0428, Parte inferior: Serie IN
inferiores con placas | 80-1501 (Caddy), 80-0744 A
- . - - (perforada Parte inferior) 132 4 30
para tobillo y calcaneo | (Opcional), 80-0434 (Opcional), Tapa: Serie JK
O placas para antepié | 80-0590 (Opcional) pa:
y mediopié
Parte inferior: Serie JN
Bandeia de placa para (perforada Parte inferior)
Ja de placa p Bandejas: 80-0183 Tapa: Serie JK 132 4 30
antebrazo diafisario
Aesculap Perforada Tray
Basket: JF Series
Sistema de placa de Parte inferior: Serie JK (Sélida 132 4 30
antebraZO_ de eje Tapa: 80-1914 Parte inferior)/ Serie N
medio Bandejas: 80-1915, 80-1916 (perforada Parte inferior) 134 3 30
Tapa: Serie JK
Parte inferior: Serie JK (Sdlida 132 4 60
Sistema modular para Parte inferior y Tapa: PL-WF01 Parte inferior)/ Sgrle J_N
mano (perforada Parte inferior)
- 134 3 60
Tapa: Serie JK
Conjunto 1 Bandejas: 80-1928, Parte inferior: Serie JK (Sdlida 132 4 30
Solucion Polarus 3 80-1929, 80-1930 Parte inferior)/ Serie JN
Conjunto 2 Bandejas: 80-1934, (perforada Parte inferior) 134 3 30
80-1935, 80-1936 Tapa: Serie JK
Parte inferior: Serie JN
. e M : (perforada Parte inferior)
Varl:lzlgggeral gsln?e]as. MS-9000 (Bandejas Tapa: Serie IK 132 4 30
Y Aesculap Perforada Tray
Basket: JE Series
Parte inferior: Serie JK (Sélida 132 4 30
Sistema de extraccion | Parte inferior: 80-0587 Parte inferior)/ Serie IJN
de tornillos Acutrak Tapa: 80-0588 (perforada Parte inferior)
- 134 3 30
Tapa: Serie JK
Parte inferior: Serie JN
(perforada Parte inferior) 132 4 30
. . Tapa: Serie JK
Slstzn:t?csls;;gﬁggr de Parte inferior and Tapa: MTP-
. 0500 Parte inferior: Serie JK (Sélida
pequenas Parte inferior)/ Serie IJN 134 3 30
(perforada Parte inferior)
Tapa: Serie JK
Coniunto de base Parte inferior: Serie JK (Sdlida 132 4 30
ar]a fragmentos Parte inferior: 80-2383 Parte inferior)/ Serie JN
P gm Tapa: 80-2384/ 80-2683 (perforada Parte inferior)
pequefos . - 134 3 30
Tapa: Serie JK
Sistema de placas Parte inferior: Serie JK (Sdlida 132 4 30
ara fusion tztal de Tapa: 80-2123 Parte inferior)/ Serie JN
P ~ Bandejas:80-0346, 80-1223 (perforada Parte inferior)
murieca - 134 3 30
Tapa: Serie JK
Placas para Parte inferior: 80-0512 Parte inferior: Serie JK (Sélida
- ) . nreri - 132 4 30
acortamiento cubital | Tapa: 80-0511 Parte inferior)/ Serie JN
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Esterilizador de vapor de prevacio

Numer iez | , .
WIREGEE 312 [EPR 63 L Numero de pieza Aesculap

Non_n:or;del b bnadse_z /t:apr?odsrlaafl?zaa:or (utilice los contenedores Temperatura Tiempo de Tiempo de
sistema andej d di 9 t del tamaiio adecuado) de exposicion exposicion secado
independiente (°C) (minutos) (minutos)

(Sistema de (perforada Parte inferior)
osteotomia) Tapa: Serie JK 134 3 30
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Glosario de simbolos

Simbolo Descripcion

-F La reticula es una marca registrada de Acumed. Puede aparecer solo o con el nombre de Acumed.
@
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Taydentavat Tiedot

Sterilointi Kovissa Aesculap®-Sterilointiastioissa

Nama ohjeet on tarkoitettu leikkauksen suorittavalle kirurgille ja leikkauksessa apuna

Fi oleville terveydenhuollon ammattilaisille. Kielikoodilla FI merkityt ohjeet on
tarkoitettu suomenkielisille kayttajille.

KUVAUS

Seuraavassa luetellut Acumed-jarjestelmdkokoonpanot on validoitu steriloitaviksi mainituissa Aesculap-
sterilointiastioissa.

KAYTTOA KOSKEVAA TIETOA

Acumed-implantti- ja instrumenttijarjestelmien kayttdohjeet ovat I6ydettavissa osanumerolla osoitteesta
http://www.acumed.net/ifu. Nama ohjeet sisadltavat tuotekuvaukset, kdyttda koskevat tiedot, kayttdaiheet,
vasta-aiheet, varoitukset, varotoimet, haittavaikutukset, puhdistusohjeet ja sailytysohjeet, jotka leikkaavan
kirurgin on otettava huomioon.

Aesculap-lisakayttdohjeita saa Aesculapilta. Nama kayttdohjeet ovat I6ydettavissa Aesculap-tuotenumerolla
osoitteesta http://www.aesculapusa.com/ ja ne on luettava ennen Aesculap-sterilointiastioiden kayttoa.
Tuotenumerot on ilmoitettu alla olevassa taulukossa.

STERIILIYS

o Epasteriilit laitteet on validoitu kdyttamalla seuraavassa lueteltuja sterilointiparametreja tayteen
kuormitetuille tarjottimille, joihin kaikki osat on sijoitettu asianmukaisesti. Sterilointi on tehtava
Aesculapin antamien lisdkayttéohjeiden mukaisesti.

PUHDISTUS

e Aesculap-sterilointiastiat on puhdistettava Aesculapin antamien kayttéohjeiden mukaisesti.
¢ Acumed-tuotteet on puhdistettava Acumedin osan tai jarjestelman tuoteosanumerolla 16ytyvien
kayttdohjeiden mukaisesti.

STERILOINTI

¢ Nama tuotteet ovat epasteriileja ja ne on steriloitava sairaalassa ennen kayttéa. Epasteriilit laitteet on
validoitu kayttamalla seuraavassa lueteltuja sterilointiparametreja tayteen kuormitetuille tarjottimille,
joihin kaikki osat on sijoitettu asianmukaisesti. Sterilointi on tehtdva Aesculapin antamien
lisakayttoohjeiden mukaisesti.
o Steriloi kayttamalla dynaamista ilmanpoistoautoklaavia (esityhjidautoklaavia).
- Painovoimaan perustuvaa sterilointia ei suositella.
- Pikasterilointia ei suositella.
e Varmista, etta sterilointilaitteen enimmaiskuormitusraja ei ylity, kun steriloit useita sarjoja tai laitteita.


http://www.acumed.net/ifu
http://www.aesculapusa.com/
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« Al3 pinoa astioita paallekkain, silld se voi estda héyryn padsyn niihin ja haitata kuivumista.

¢ Noudata sterilointilaitteen valmistajan ohjeita ja varmista asianmukainen asennus, kalibrointi, kaytto ja
jatkuva huolto.

¢ Steriloitujen osien on annettava jaahtya huoneenlampadisiksi ennen kasittelya. Talla taataan turvallinen
kasittely ja estetdaan kosteuden tiivistyminen.

¢ Noudata tdmanhetkisia alan parhaita kaytént6ja koskevia ohjeita, kuten ANSI/AAMI ST79:2017*.

* Association for the Advancement of Medical Instrumentation (AAMI) (Ladketieteellisen instrumentaation
edistdmisen yhdistys). Kattava opas hoyrysterilointiin ja steriiliyden varmistamiseen hoitolaitoksissa
(Comprehensive guide to steam sterilization and sterility assurance in health care facilities). AAMI
ST79:2017. Arlington, VA.

e Seuraavassa taulukossa esitetadn validoidut* vahimmaisparametrit, joilla saavutetaan jarjestelmalle
vaadittu steriiliyden luotettavuusarvo 10°®.

Tarkeaa:

- Sterilointiparametrit patevat vain laitteisiin, jotka on puhdistettu naiden ohjeiden mukaisesti ja
jotka ovat taysin kuivia.

- Sterilointiparametrit patevat vain, kun laitteet on sijoitettu oikein Acumed- ja Aesculap-
sailytyskoteloihin, joiden osanumerot on maaritetty taulukossa.

- Katso jarjestelman kayttdohjeesta lisdtietoja laitteiden puhdistus-, kasittely- ja
sterilointimenetelmista.
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Vakansioidut kokoonpanot ja parametrit:

Esityhjiohoyrysterilaattorin

Kotelon pohjan ja kannen Aesculap-osanumero
Jarjestelman nimi talktatr];::ttlmen / erllllien (kayta oﬂ;-ea-: kokoisia Altistuslampétila Altistusaika Kuivausaika
otelon osanumero astioita) (&9) (minuuttia) (minuuttia)
Pohja: NA Pohja: JK-sarja (Umpinainen 132 4 30
Aculoc 2 -levvidriestelmé Kansi: NA pohja)/ IN-sarja (reidllinen
ylary Tarjottimet: 80-0347, 80-0346, | pohja)
80-0754, 80-0787, 80-0752 Kansi: JK-sarja 134 3 30
Pohja: NA Pohja: JK-sarja (Umpinainen 132 4 30
Kansi: NA pohja)/ IN-sarja (reidllinen
Tarjottimet: AT2-005, AT2-006, | pohja) 134 3 30
Acutrak 2 - AT2-007, AT2-004, 80-1527 Kansi: JK-sarja
ruuvijarjestelma Pohja: JK-sarja (Umpinainen 132 4 30
Kansi: 80-0809, 80-0812 pohja)/ IN-sarja (reidllinen
Tarjottimet: 80-0808, 80-0811 pohja)
Kansi: JK-sarja 134 3 30
bofria: 80-1527 PoEja;/J;(l:lsarja! (L(Jm_p_il?ainen 132 4 30
o ohja: 80- pohja -sarja (reidllinen
Acutrak 2 -mikrojatke Kansi: 80-1534 pohja)
Kansi: JK-sarja 134 3 30

Pohja: JN-sarja (reidllinen
Acutrak-fuusio Pohja ja Kansi: ATF-060 pohja) 132 4 30
Kansi: JK-sarja

Pohja: JN-sarja (reidllinen
Tarjottimet: TR-0004, TR-0005 pohja) 132 25 70
Kansi: JK-sarja

Anatominen
varttindluujarjestelma

Pohja: NA Pohja: JK-sarja (Umpinainen 132 4 30
Anatomiset Kansi: NA pohja)/ IN-sarja (reidllinen
varttinaluuratkaisut Tarjottimet: 80-2002, 80-2003, pohja)
80-0365, AT2-006 Kansi: JK-sarja 134 3 30
Pohja: 80-3640/80-3692/80-
369]3 / / Pohja: JK-sarja (Umpinainen 132 4 30
i .A.r.latomiset. Kansi: 80-3641, 80-4068 pohja)/ IN-sarja (reidllinen
varttinadluuratkaisut 2 o pohja)
Tarjottimet: 80-4040, 80-4041, | kangi: JK-sarja 134 3 30
80-4042, 80-4043
Pohja: JK-sarja (Umpinainen 132 4 30
. - u Pohja: 80-2340 pohja)/ IN-sarja (reidllinen
Nilkan levyjarjestelma 3 Kansi: 80-2341 pohja)
Kansi: JK-sarja 134 3 30
Pohia: NA Pohja: JK-sarja (Umpinainen
Kan]si: NA pohja)/ IN-sarja (reiéllinen 132 4 60
i i | Tarjottimet: NA pohja)
Ranteen kaariretraktori . J" o . Kansi: JK-sarja
lirra tarjotiimen sisallo Aesculap Reiallisiin koreihin:
reillisiin koreihin. JF_Sarjap 134 3 60
Pohja: JK-sarja (Umpinainen 132 4 30
Resorboituva Biotrak- Pohja: 80-0485 pohja)/ IN-sarja (reiallinen
tappi/naula Kansi: 80-0486 pohja)
Kansi: JK-sarja 134 3 30
Pohja: JK-sarja (Umpinainen 132 4 30
Resorboituva Biotrak- Pohja: 80-0517 pohja)/ IJN-sarja (reidllinen
ruuvi Kansi: 80-0518 pohja)

Kansi: JK-sarja 134 3 30
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Kotelon pohjan ja kannen Aesculap-osanumero EsityhjiéhGyrystetilaattorin

Jarjestelman nimi tai tarjottimen / erillisen (kdyta oikean kokoisia
kotelon osanumerot astioita) (°C)

Altistuslampétila Altistusaika Kuivausaika
(minuuttia) (minuuttia)

Pohja: NA Pohja: JN-sarja (reidllinen

pohja)
Kansi: NA Kansi: JK-sarja
AT 132 4 30
Siirra tarjottimen sisallét ,tAe§c;JtI_ap Rell(allls_|||1r_1 . JF
L . reidllisiin koreihin. arjottimen koreihin: Jr=
Luusiirrejarjestelma sarja
] Pohja: JK-sarja (Umpinainen
Pohja: BG-8070 pohja)/ IN-sarja (reiéllinen
] . 134 3 30
Kansi: BG-8070 pohja)

Kansi: JK-sarja

Pohja: JN-sarja (reidllinen

6,5/7,3 mm:n kanyloitu Tarjottimet: 80-1825, 80-1827, pohja) 132 4 30

ruuvisarja 80-2020 Kansi: JK-sarja
POhja: 80-3684, 80-3919, 80- Pohja: JK-sarja (Umpinainen 132 4 30
4,0 mm:n kanyloitu 3921, 80-3934, 80-4001 pohja)/ IN-sarja (reiéllinen
ruuvisarja Kansi: 80-3683, 80-3920, 80- F’Ohj?) ) 134 3 30
3922, 80-3935, 80-4002 Kansi: JK-sarja
Tarjottimet: 80-0308, 80-0344,
80-0345, 80-0525, 80-0346, Pohja: IJN-sarja (reiéllinen
Solisluulevyjarjestelma 80-0785(valinnainen), 80-0136 pohja) 132 25 70
(valinnainen), 80-0347 Kansi: JK-sarja

(valinnainen)

Tarjottimet: 80-0308, 80-0346, Pohja: JK-sarja (Umpinainen 132 4 30
Solisluulevyjarjestelma | 80-0525, 80-3789, 80-3790, ohJ'aj /e aJr.a (reig"inen
(uudistetut siniset 80-3791(valinnainen), 80-0136 pohJ'a) J
tarjottimet) (valinnainen), 80-0347 ponja, . 134 3 30
I Kansi: JK-sarja
(valinnainen)
Pohja: NA Pohja: JK-sarja (Umpinainen 132 4 30
Kyvnarpaslevyisriestelms Kansi: NA pohja)/ JN-sarja (reidllinen
yynarpadievyjarj Tarjottimet: 80-0675, 80-0676, | pohja) 134 3 30
80-0677, 80-0678, 80-0629 Kansi: JK-sarja
. Pohja: JK-sarja (Umpinainen 132 4 30
Pohjeluun Eg:]s? x: pohja)/ JN-sarja (reidllinen
tankojdrjestelma Tarjottimet: 80-0117, 80-0116 | P°Mi@) 134 3 30

Kansi: JK-sarja

Pohja: JN-sarja (reidllinen

Kyynarvarren Tarjottimet: ROD-1001 g
tankojarjestelma (tarjottimet) poh]e_x? . 132 4 30
Kansi: JK-sarja
Pohja: 80-2521, 80-3946, 80- Pohja: IN-sarja (reisllinen 132 4 30
Pohjeluun ja olkavarren | 3948, 80-4062, 80-4064 poh;aj J
2-naulajérjestelma Kansi: 80-2522, 80-3947, 80- Kansi: JK-sarja 134 3 30

3949, 80-4068

Pohja: JN-sarja (reidllinen

Kyynarvarren Tarjottimet: 80-1915, 80-1916, g
murtumaratkaisut 80-1922 pOh]E.’_) . 132 4 30
Kansi: JK-sarja
Pohja: NA Pohja: JK-sarja (Umpinainen 132 4 30
Kasilevvisriestelma Kansi: NA pohja)/ IN-sarja (reidllinen
Ylar] Tarjottimet: 80-0346, 80-0347, | pohja) 134 3 30
80-1815, 80-1817 Kansi: JK-sarja
Pohja: NA Pohja: JK-sarja (Umpinainen 132 4 30
Suuri Acutrak 2 - Kansi: NA pohja)/ IN-sarja (reidllinen
ruuvijarjestelma Tarjottimet: 80-0870, 80-0871, pohja) 134 3 30

80-0876, 80-0877 Kansi: JK-sarja
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Esityhjiohoyrysterilaattorin

.. Altistuslampétila Altistusaika Kuivausaika
kotelon osanumerot astioita) (°C) (minuuttia) (minuuttia)
Alaraajan modulaarinen | Tarjottimet: 80-0427, 80-0428,
jarjestelma, jossa nilkan | 80-1501 (kotelon), 80-0744 Pohja: JN-sarja (reidllinen
ja kantaluun tarjottimet | (Valinnainen), 80-0434 pohja) 132 4 30
TAI jalkapoydan (Valinnainen), 80-0590 Kansi: JK-sarja
levytarjottimet (Valinnainen)
Pohja: JN-sarja (reidllinen
pohja)
Kyynarvarren luun | oo imet: 80-0183 Kansi: JK-sarja 132 4 30
keskiosan levyjdrjestelma Aesculap Reidllisiin
tarjottimen koreihin: JF-
sarja
Kesk_!akselin _ Pohja: JK-sarja (Umpinainen 132 4 30
kyynarvarren Kansi: 80-1914 pohja)/ IN-sarja (reidllinen
levyjérjestelma Tarjottimet: 80-1915, 80-1916 | Pohja) 134 , 20
Kansi: JK-sarja
Pohja: JK-sarja (Umpinainen 132 4 60
Modulaarinen Pohja ja Kansi: PL-WFO1 pohja)/ JN-sarja (reidllinen
kasijarjestelmé pohja)
Kansi: JK-sarja 134 3 60
Set 1 Tarjottimet: 80-1928, 80- | Pohja: JK-sarja (Umpinainen 132 4 30
Polarus 3 -ratkaisu 1929, 80-1930 pohja)/ IN-sarja (reidllinen
Set 2 Tarjottimet: 80-1934, 80- | pohja)
1935, 80-1936 Kansi: JK-sarja 134 3 30
Pohja: JN-sarja (reidllinen
pohja)
Polarus-olkaluutanko | 1aottimet: MS-9000 Kansi: JK-sarja 132 4 30
(Tarjottimet only) Aesculap Reidllisiin
tarjottimen koreihin: JE-
sarja
Pohja: JK-sarja (Umpinainen 132 4 30
Acutrak- Pohja: 80-0587 pohja)/ IN-sarja (reidllinen
ruuvinpoistojarjestelma Kansi: 80-0588 pohja)
Kansi: JK-sarja 134 3 30
Pohja: JN-sarja (reidllinen
pohja) 132 4 30
Kansi: JK-sarja
e nvelen Pohja ja Kansi: MTP-0500
Jan Pohja: JK-sarja (Umpinainen
pohja)/ IN-sarja (reidllinen 134 3 30
pohja)
Kansi: JK-sarja
Pohja: JK-sarja (Umpinainen 132 4 30
Pieni kappaleiden Pohja: 80-2383 pohja)/ IN-sarja (reiallinen
alustasetti Kansi: 80-2384/ 80-2683 pohja)
Kansi: JK-sarja 134 3 30
Pohja: JK-sarja (Umpinainen 132 4 30
Koko ranteen Kansi: 80-2123 pohja)/ IN-sarja (reiallinen
fuusiolevyjarjestelma Tarjottimet:80-0346, 80-1223 pohja)
Kansi: JK-sarja 134 3 30
Kyynarluun lyhennyslevy _ Pohja: JK-sarja (Umpinainen 132 4 30
(Osteotomiajarjestelma) Poh]a_: 80-0512 poh]_a)/ IN-sarja (reidllinen
Kansi: 80-0511 pohja)
Kansi: JK-sarja 134 3 30
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Symbolien selitykset

Symboli Kuvaus

- T&htdinkuvio on Acumedin rekisterdity tavaramerkki. Sitd voidaan kayttdd yksindén tai Acumed-nimen
. yhteydessa.
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Informations Complémentaires

Stérilisation Dans Des Conteneurs De Stérilisation Rigides Aesculap®

Ces instructions sont destinées au chirurgien pratiquant l'intervention et aux

FR professionnels de santé qui I'assistent. Les instructions en FR sont destinées aux
utilisateurs des pays francophones.

DESCRIPTION

Les configurations du systeme Acumed énumérées ci-dessous ont été validées pour la stérilisation dans les
conteneurs de stérilisation Aesculap spécifiés.

INFORMATIONS SUR L'UTILISATION

Les modes d’emploi d’Acumed pour les systemes d'implants et d'instruments sont disponibles par référence
a l'adresse http://www.acumed.net/ifu. IIs incluent la description des produits, des informations sur
I'utilisation, des indications, des contre-indications, des avertissements et des précautions, les effets
indésirables, ainsi que des instructions de nettoyage et de stockage a I'attention personnelle du chirurgien
pratiquant l'intervention.

Des modes d’emploi d’Aesculap supplémentaires sont fournis par Aesculap. Ces modes d’emploi sont
disponibles par numéro d‘article Aesculap a I'adresse http://www.aesculapusa.com/ et doivent étre consultés
avant toute utilisation des conteneurs stériles Aesculap. Les numéros des articles se trouvent dans le tableau
ci-dessous.

STERILITE

o Les dispositifs non stériles ont été validés avec les parametres de stérilisation indiqués ci-dessous, dans
des plateaux entierement chargés dont toutes les pieces sont placées de maniere appropriée. La
stérilisation doit étre effectuée conformément au mode d’emploi supplémentaire fourni par Aesculap.

NETTOYAGE

¢ Le nettoyage des conteneurs de stérilisation Aesculap doit étre effectué conformément au mode
d’emploi fourni par Aesculap.

¢ Le nettoyage des produits Acumed doit étre effectué conformément au mode d’emploi de la piece ou du
systeme fourni par Acumed par référence de produit.

STERILISATION

o Ces produits ne sont pas stériles et doivent étre stérilisés par I'hopital avant d’étre utilisés. Les
dispositifs non stériles ont été validés avec les paramétres de stérilisation indiqués ci-dessous, dans des
plateaux enti€rement chargés dont toutes les pieces sont placées de maniére appropriée. La stérilisation
doit étre effectuée conformément au mode d’emploi supplémentaire fourni par Aesculap.

o Effectuer la stérilisation a I'aide d’un autoclave a élimination dynamique de I'air (pré-vide).

- La stérilisation avec déplacement de gravité n’est pas recommandée.


http://www.acumed.net/ifu
http://www.aesculapusa.com/
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- La stérilisation pour utilisation immédiate (éclair) n’est pas recommandée.

o Veiller a ce que la charge maximale du stérilisateur ne soit pas dépassée lors de la stérilisation de
plusieurs ensembles ou dispositifs.

e Ne pas empiler les conteneurs, car cela pourrait empécher la pénétration de la vapeur et empécher le
séchage.

e Consulter les instructions du fabricant du stérilisateur et s’assurer que l'installation, I'étalonnage,
I'utilisation et la maintenance continue sont corrects.

e Suivre les directives en vigueur dans l'industrie, notamment ANSI/AAMI ST79:2017*.

* Association for the Advancement of Medical Instrumentation (AAMI) (Association pour I'avancement de
I'instrumentation médicale). Guide complet pour la stérilisation a la vapeur et I'assurance de la stérilité
dans les établissements de soins (Comprehensive guide to steam sterilization and sterility assurance in
health care facilities). AAMI ST79:2017. Arlington, VA.

e Le tableau suivant indique les paramétres minimum validés* pour atteindre un niveau d‘assurance de
stérilité minimum (NAS) de 10 requis pour le systeme.

Important :

- Les paramétres de stérilisation ne sont valables que pour les dispositifs qui ont été nettoyés
conformément a ces instructions et qui sont parfaitement secs.

- Les paramétres de stérilisation ne sont valables que lorsque les dispositifs sont correctement
rangés dans les coffrets de stockage Acumed et Aesculap identifiés par les références indiquées
dans le tableau.

- Veuillez vous reporter au mode d’emploi du systéme pour plus de détails sur les méthodes de
nettoyage, de traitement et de stérilisation des dispositifs.
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Configurations et paramétres vacouvercleés:

Références de base et Stérilisateur a vapeur pré-vide

couvercle de coffret et de

Référence Aesculap

Nom du systéme racks de (utilisez des conteneurs de Température Durée Durée de
lat ac} = t taille appropriée) d’exposition d’exposition séchage
plateaux/autonomes (&(9) (minutes) (minutes)
Fond: NA L CA . 132 4 30
Systéme de plaques Couvercle: NA g(éi?ig. J?\ler?faojnlél (I;(r)fr:)drégleln)/
Aculoc 2 Plateaux: 80-0347, 80-0346, Couvercle: SériepJK
80-0754, 80-0787, 80-0752 : 134 3 30
Fond: NA Fond: Série JK (Fond plein)/ 132 4 30
Couvercle: NA Série IN (fond perforé)
Plateaux: AT2-005, AT2-006, Couverdle: Sérief)JK 134 3 30
Systéme de vis AT2-007, AT2-004, 80-1527
Acutrak 2 13 4 30
Couvercle: 80-0809, 80-0812 | 209 J?\lerz‘]fan'fj (Z‘:f':)dré‘;'e'”)/
Plateaux: 80-0808, 80-0811 sfond p
Couvercle: Série JK 134 3 30
Microextension Fond: 80-1527 an_d: Serie JK (Fond ’plem)/ 132 4 30
Acutrak 2 Couvercle: 80-1534 serie IN (for]d perfore)
' Couvercle: Série JK 134 3 30
Acutrak Fusion Fond et Couvercle: ATF-060 Fond: Sefle JN (fond perfore) 132 4 30
Couvercle: Série JK
Systeme de téte | b0 . TR-0004, TR-0005 Fond: Série JN (fond perfor€) 132 25 70
radiale anatomique Couvercle: Série JK
Fond: NA L CAu . 132 4 30
Solutions pour téte Couvercle: NA 2222' J?\jerE?anlfj (I;crafr;ﬁéglem)/
radiale anatomique Plateaux: 80-2002, 80-2003, Couvercle: SériepJK
80-0365, AT2-006 ' 134 3 30
Fond: 80-3640/80-3692/80- 132 4 30
Solutions 2 pour tate 3693 Fond: Série JK (Fond plein)/
A p i Couvercle: 80'3641, 80-4068 Série IN (fond perforé)
radiale anatomique N
Plateaux: 80-4040, 80-4041, Couvercle: Série JK 134 3 30
80-4042, 80-4043
« Séri i 132 4 30
Systeme 3 de plaques | Fond: 80-2340 qud. Série JK (Fond ,pleln)/
- . Série JN (fond perforé)
pour cheville Couvercle: 80-2341 N
Couvercle: Serie JK 134 3 30
Fond: NA L .
Couvercle: NA qud: Série JK (Fond ,plem)/ 132 4 60
Plateaux: NA Série JN (for]d_ perforé)
Arc Wrist Tower B Couvercle: Série JK
Transférez le contenu des Aesculap Perforated Basket:
plateaux dans des paniers Série JF 134 3 60
perforés.
- Séri i 132 4 30
Broche/clou Fond: 80-0485 Fond: JSNerE?OJn'fj (Zl?fr:)dré’;'e'”)/
résorbable Biotrak | Couvercle: 80-0486 sfond p
Couvercle: Série JK 134 3 30
+ Séri i 132 4 30
Vis résorbable Biotrak Fond: 80-051/ gzﬂgleNerE?anifj (Z?I[:)‘ié[;lem)/
IS resor iotrak | couvercle: 80-0518 cp
Couvercle: Série JK 134 3 30
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Références de base et
couvercle de coffret et de

Stérilisateur a vapeur pré-vide

Référence Aesculap

Nom du systéeme racks de (utilisez des conteneurs de Température Durée Durée de
lat fautonom taille appropriée) d’exposition d’exposition séchage
plateaux/autonomes (°C) (minutes) (minutes)
Fond: NA o .
Couvercle: NA Fond: Sefle JN (fond perfore)
Couvercle: Série JK 132 4 30
Transférez le contenu des Aesculap Perforated Tray
Systéme de greffe plateal’Jx dans des paniers Basket: Série JF
osseuse perfores.
Fond: BG-8070 Fond: Série JK (Fond plein)/
) Série IN (fond perforé) 134 3 30
Couvercle: BG-8070 Couvercle: Série JK
Systéme de vis Plateaux: 80-1825, 80-1827, Fond: Série N (fond perforé) 132 4 30
canulées 6,5/7,3 mm | 80-2020 Couvercle: Série JK
. Fond: 80-3684, 80-3919, 80- Fond: Série JK (Fond plein)/ 132 4 30
Systeme de vis 3921, 80-3934, 80-4001 Série IN (fond perforé)
canulées 40 mm | Couvercle: 80-3683, 80-3920, | Couvercle: Série JK
80-3922, 80-3935, 80-4002 134 3 30
Plateaux: 80-0308, 80-0344,
Systéme de plaques | 80-0345, 80-0525, 80-0346, 80- | Fond: Série N (fond perforé) 132 25 70
clavicule 0785(en option), 80-0136 (en Couvercle: Série JK
option), 80-0347 (en option)
Systéme de plaques | Plateaux: 80-0308, 80-0346, . A : 132 4 30
clavicule (avec 80-0525, 80-3789, 80-3790, 80- Eggg_ Jf\lerzﬁan'fj (Z‘r’%dré'g'e'”)/
plateaux bleus mis a 3791(en option), 80-0136 (en Couvercle: SériepJK
jour) option), 80-0347 (en option) ' 134 3 30
Fond: NA L CAu . 132 4 30
Systéme de plaques Couvercle: NA 2222' J?\lerE?anlfj (I;crafr;ﬁéglem)/
de coude Plateaux: 80-0675, 80-0676, Couverdle: Sé 'epJK
80-0677, 80-0678, 80-0629 uvercie. sen 134 3 30
ovsteme de tige pour | FONd: NA Fond: Série JK (Fond plein)/ 132 4 30
Y éron ég P Couvercle: NA Série N (fond perforé)
P Plateaux: 80-0117, 80-0116 Couvercle: Série JK 134 3 30
Systeme de tige pour Plateaux: ROD-1001 (plateaux) Fond: Serle JN (fond perforé) 132 4 30
avant-bras Couvercle: Série JK
Fond: 80-2521, 80-3946, 80- 132 4 30
Systéeme de clou 3948, 80-4062, 80-4064 Fond: Série N (fond perforé)
fibulaire et ulnaire 2 Couvercle: 80-2522, 80-3947, Couvercle: Série JK
80-3949, 80-4068 134 3 30
Solutions pour - .
B : Plateaux: 80-1915, 80-1916, Fond: Série JN (fond perfore)
fractures de favant= | g0-1922 Couvercle: Série JK 132 4 30
Fond: NA A . 132 4 30
Systéeme de plaques Couvercle: NA 2222' JSNerE?OJn}fj (I;?gﬁéglem)/
pour la main Plateaux: 80-0346, 80-0347, Comerle: Sérié’JK
80-1815, 80-1817 : 134 3 30
Fond: NA et . 132 4 30
Systéme de vis Couvercle: NA 2222' JSNerE?an}fj (Zc;%?ér;lem)/
Acutrak 2, grand Plateaux: 80-0870, 80-0871, Couverdle: Série?JK
80-0876, 80-0877 : 134 3 30
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Stérilisateur a vapeur pré-vide

Nom du systéeme racks de (utilisez des conteneurs de Température Durée Durée de
lat fautonom taille appropriée) d’exposition d’exposition séchage
plateaux/autonomes (°C) (minutes) (minutes)
Systéme modulaire
pour membres
'I';fteera'i‘)‘(rs il | Plateaux: 80-0427, 80-0428,
plateaux p 80-1501 (coffret), 80-0744 (En | Fond: Série N (fond perforé)
cheville et le ; - et 132 4 30
. option), 80-0434 (En option), Couvercle: Série JK
calcanéus OU .
80-0590 (En option)
plateaux pour plaques
d'avant-pied/milieu de
pied
Boite de plaques pour Ecc))nt\j/:erjglesg:\ile (Jflg nd perfore)
fractures diaphysaires | Plateaux: 80-0183 - 132 4 30
B Aesculap Perforated Tray
de l'avant-bras e
Basket: Série JF
Systéme de plaque L ) 132 4 30
d'avant-bras & arbre | Couvercle: 80-1914 g?n_d:J?\lerE? JIEJ (Fcr)fnd ,F;Ie'”)/
intermédiaire . crie ond pertore
Plateaux: 80-1915, 80-1916 Couverdle: Série IK 134 3 30
Svstéme modulaire Fond: Série JK (Fond plein)/ 132 4 60
Y - Fond et Couvercle: PL-WF01 Série IN (fond perforé)
pour la main NP
Couvercle: Série JK 134 3 60
Set 1 Plateaux: 80-1928, 80- Fond: Série JK (Fond plein)/ 132 4 30
Solution Polarus 3 1929, 80-1930 Série N (fond perforé)
Set 2 Plateaux: 80-1934, 80- Couvercle: Série JK
1935, 80-1936 ' 134 3 30
Fond: Série N (fond perforé)
) . . Couvercle: Série JK
Tige humérale Polarus | Plateaux: MS-9000 (Plateaux) Aesculap Perforated Tray 132 4 30
Basket: Série JE
« Séri i 132 4 30
Systeme d’extraction | Fond: 80-0587 qud. Série JK (Fond ,pleln)/
- . Série JN (fond perforé)
de vis Acutrak Couvercle: 80-0588 N
Couvercle: Série JK 134 3 30
Fond: Série N (fond perforé)
e 132 4 30
Systéme dalésoirs Couvercle: Série JK
pour petites Fond et Couvercle: MTP-0500
articulations Fond: Série JK (Fond plein)/
Série N (fond perforé) 134 3 30
Couvercle: Série JK
. ) 132 4 30
Kit de base pour | Fond: 80-2383 gg:g JSNerE?OJn'fj (';?f’;dr é'g'e'”)/
petits fragments Couvercle: 80-2384/ 80-2683 Y s _p
Couvercle: Série JK
134 3 30
Systéme de plaque de . Fond: Série JK (Fond plein)/ 132 4 30
. Couvercle: 80-2123 - B
fusion totale pour le ) Série JN (fond perforé)
. Plateaux:80-0346, 80-1223 i
poignet Couvercle: Série JK 134 3 30
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Plaque de
raccourdissement du | o0 ocio Fond: Série JK (Fond plein)/ 132 4 30
cubitus ' Série N (fond perforé)
. Couvercle: 80-0511 NP
(systeme Couvercle: Série JK 134 3 30
d’ostéotomie)
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Glossaire des symboles

Symbole Description

-F Le réticule est une marque déposée d’Acumed. Il peut apparaitre seul ou avec le nom Acumed.
@
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Informazioni Supplementari

Sterilizzazione In Contenitori Rigidi Per Sterilizzazione Aesculap®

IT Queste istruzioni sono destinate al chirurgo operante e agli operatori sanitari di

supporto. Le istruzioni IT sono destinate agli utenti dei paesi di lingua italiana.

DESCRIZIONE

Le configurazioni dei sistemi Acumed elencate di seguito sono state convalidate per la sterilizzazione nei
contenitori di sterilizzazione Aesculap specificati.

INDICAZIONI PER L'USO

Le istruzioni per I'uso dei sistemi di impianti e strumenti Acumed possono essere reperite cercando il codice
articolo corrispondente sul sito http://www.acumed.net/ifu. Queste istruzioni comprendono le descrizioni dei
prodotti, le informazioni per I'uso, le indicazioni, le controindicazioni, le avvertenze, le precauzioni, gli effetti
avversi, le istruzioni per la pulizia e le istruzioni per la conservazione che devono essere lette personalmente
dal chirurgo che esegue l'intervento.

Ulteriori istruzioni per I'uso di Aesculap sono fornite da Aesculap. Queste istruzioni sono disponibili cercando
il codice articolo di Aesculap all'indirizzo http://www.aesculapusa.com/ e devono essere esaminate prima
dell’'uso dei contenitori sterili Aesculap. I codici articolo sono riportati nella tabella sottostante.

STERILITA

o I dispositivi non sterili sono stati validati utilizzando i parametri di sterilizzazione elencati di seguito, in
vassoi a pieno carico con tutte le parti posizionate in modo appropriato. La sterilizzazione deve essere
effettuata in conformita alle istruzioni per I'uso aggiuntive fornite da Aesculap.

PULIZIA

¢ La pulizia dei contenitori per la sterilizzazione Aesculap deve essere effettuata in conformita alle
istruzioni per I'uso fornite da Aesculap.

e La pulizia dei prodotti Acumed deve essere effettuata in conformita alle istruzioni per I'uso del
componente o del sistema fornite da Acumed in base al codice articolo.

STERILIZZAZIONE

¢ Questi prodotti non sono sterili e devono essere sterilizzati dall’'ospedale prima dell’'uso. I dispositivi non
sterili sono stati validati utilizzando i parametri di sterilizzazione elencati di seguito, in vassoi a pieno
carico con tutte le parti posizionate in modo appropriato. La sterilizzazione deve essere effettuata in
conformita alle istruzioni per l'uso aggiuntive fornite da Aesculap.
e Eseguire la sterilizzazione utilizzando un’autoclave con rimozione dinamica dell’aria (pre-vuoto).
- Si sconsiglia la sterilizzazione a spostamento di gravita.


http://www.acumed.net/ifu
http://www.aesculapusa.com/
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- Si sconsiglia la sterilizzazione immediata (flash).
Assicurarsi di non superare il limite massimo di carico dello sterilizzatore quando si sterilizzano piu set o
dispositivi.
Non impilare i contenitori in quanto cio potrebbe impedire la penetrazione del vapore e bloccare
I'asciugatura.
Fare riferimento alle istruzioni del produttore dello sterilizzatore e garantire un‘installazione, una
calibrazione, un uso e una manutenzione corretti.
Gli articoli sterilizzati devono essere lasciati raffreddare a temperatura ambiente prima di essere
maneggiati. In questo modo € possibile maneggiarli in sicurezza e impedisce la formazione di condensa.
Seguire le attuali linee guida sulle migliori pratiche del settore, come ANSI/AAMI ST79:2017*.

* Association for the Advancement of Medical Instrumentation (AAMI) (Associazione per I'avanzamento della
strumentazione medica). Guida completa alla sterilizzazione a vapore e alla garanzia di sterilita nelle
strutture sanitarie (Comprehensive guide to steam sterilization and sterility assurance in health care
facilities). AAMI ST79:2017. Arlington, VA.

La seguente tabella mostra i parametri minimi convalidati* per raggiungere un livello di sicurezza di
sterilita (SAL) richiesto di 10 per il sistema.

Importante:

- I parametri di sterilizzazione sono validi solo per i dispositivi che sono stati puliti secondo queste
istruzioni e che sono completamente asciutti.

- I parametri di sterilizzazione sono validi solo se i dispositivi sono correttamente collocati nelle
custodie Acumed e Aesculap con i codici articolo corrispondenti identificati nella tabella.

- Consultare le istruzioni per I'uso del sistema per maggiori dettagli sui metodi di pulizia,
ricondizionamento e sterilizzazione del dispositivo.
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° Informazioni supplementari

Configurazioni e parametri vacoperchioati:

Codice articolo della base e
del coperchio della custodia  Codice articolo di Aesculap

Sterilizzatore a vapore pre-vuoto

Temperatura di
esposizione

Tempo di
esposizione

Tempo di
asciugatura

Nome del sistema oppure del

vassoio/supporto

(utilizzare contenitori di
dimensioni adeguate)

indipendente (&9) (minuti) (minuti)
Fondo: NA Fondo: Serie JK (Fondo 132 4 30
Sistema di placche Coperchio: NA chiuso)/ Serie JN (fondo
Acu Loc 2 Vassoi: 80-0347, 80-0346, 80- traforato)
0754, 80-0787, 80-0752 Coperchio: Serie JK 134 3 30
Fondo: NA Fondo: Serie JK (Fondo 132 4 30
Coperchio: NA chiuso)/ Serie JN (fondo
Vassoi: AT2-005, AT2-006, traforato) 134 3 30
Sistema di viti AT2-007, AT2-004, 80-1527 Coperchio: Serie JK
Acutrak 2 Fondo: Serie JK (Fondo 132 4 30
Coperchio: 80-0809, 80-0812 chiuso)/ Serie JN (fondo
Vassoi: 80-0808, 80-0811 traforato)
Coperchio: Serie JK 134 3 30
Fondo: Serie JK (Fondo 132 4 30
Microestensione Fondo: 80-1527 chiuso)/ Serie JN (fondo
Acutrak 2 Coperchio: 80-1534 traforato) 134 3 30
Coperchio: Serie JK
Fondo: Serie JN (fondo
Fusione Acutrak Fondo e Coperchio: ATF-060 traforato) 132 4 30
Coperchio: Serie JK
Sistema per capitelli Fondo: Serie JN (fondo
L L Vassoi: TR-0004, TR-0005 traforato) 132 25 70
radiali anatomici P
Coperchio: Serie JK
Fondo: NA Fondo: Serie JK (Fondo 132 4 30
Soluzioni per capitelli | Coperchio: NA chiuso)/ Serie JN (fondo
radiali anatomici Vassoi: 80-2002, 80-2003, 80- traforato)
0365, AT2-006 Coperchio: Serie JK 134 3 30
Fondo: 80-3640/80-3692/80-
3693 / / Fondo: Serie JK (Fondo 132 4 30
Soluzioni per capitelli Coperchio: 80-3641, 80-4068 chiuso)/ Serie JN (fondo
radiali anatomici 2 . traforato)
Vassoi: 80-4040, 80-4041, 80- Coperchio: Serie JK 134 3 30
4042, 80-4043
Fondo: Serie JK (Fondo 132 4 30
Sistema di placche Fondo: 80-2340 chiuso)/ Serie JN (fondo
per caviglia 3 Coperchio: 80-2341 traforato)
Coperchio: Serie JK 134 3 30
Fondo: NA Fondo: Serie JK (Fondo
Coperchio: NA chiuso)/ Serie IN (fondo 132 4 60
Torre Per Polso Arc | Vassoi: NA traforato) e
o Coperchio: Serie JK
Trasferire il contenuto del Aesculap Perforated Basket: 134 3 60
vassoio in cestelli traforati. Serie JF
Fondo: Serie JK (Fondo 132 4 30
Perno/chiodo Fondo: 80-0485 chiuso)/ Serie JN (fondo
riassorbibile Biotrak Coperchio: 80-0486 traforato)
Coperchio: Serie JK 134 3 30
Fondo: Serie JK (Fondo 132 4 30
Vite riassorbibile Fondo: 80-0517 chiuso)/ Serie JN (fondo
Biotrak Coperchio: 80-0518 traforato)
Coperchio: Serie JK 134 3 30
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del coperchio della custodia

Codice articolo di Aesculap
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Sterilizzatore a vapore pre-vuoto

Nome del sistema oppure del (utilizzare contenitori di Temperatura di Tempo di Tempo di
vassoio/supporto dimensioni adeguate) esposizione esposizione asciugatura
indipendente (&9) (minuti) (minuti)
Fondo: NA Fondo: Serie JN (fondo
. traforato)
Coperchio: NA Coperchio: Serie JK 132 4 30
Trasferire il contenuto del Aesculap Cesetelli traforati:
Sistema di innesto vassoio in cestelli traforati. Serie JF
0sse0
Fondo: Serie JK (Fondo
Fondo: BG-8070 chiuso)/ Serie IN (fondo
. 134 3 30
Coperchio: BG-8070 traforato)
Coperchio: Serie JK
Sistema di viti an. ) ) Fondo: Serie JN (fondo
cannulate da \2/8330" 80-1825, 80-1827, 80 traforato) 132 4 30
6,5/7,3 mm Coperchio: Serie JK
Fondo: 80-3684, 80-3919, 80- Fondo: Serie JK (Fondo 132 4 30
Sistema di viti 3921, 80-3934, 80-4001 chiuso)/ Serie IN (fondo
cannulate da 4,0 mm | Coperchio: 80-3683, 80-3920, traforato)
80-3922, 80-3935, 80-4002 Coperchio: Serie JK 134 3 30
Vassoi: 80-0308, 80-0344, 80-
Sistema di placche 0345, 80-0525, 80-0346, 80- Fondo: Serie JN (fondo
or clavirc):ola 0785(opzionale), 80-0136 traforato) 132 25 70
P (opzionale), 80-0347 Coperchio: Serie JK
(opzionale)
Vassoi: 80-0308, 80-0346, 80- e 132 4 30
Sistema di placche | 0525, 80-3789, 80-3790, 80- | ondo: serie JK (Fondo
h . chiuso)/ Serie JN (fondo
per clavicola (con 3791(opzionale), 80-0136
vassoi blu aggiornati) | (opzionale), 80-0347 traforato)
) ! Coperchio: Serie JK 134 3 30
(opzionale)
Fondo: NA Fondo: Serie JK (Fondo 132 4 30
Sistema di placche Coperchio: NA chiuso)/ Serie JN (fondo
per gomito Vassoi: 80-0675, 80-0676, 80- traforato)
0677, 80-0678, 80-0629 Coperchio: Serie JK 134 3 30
. Fondo: Serie JK (Fondo 132 4 30
Sistema con asta per Fondo: NA chiuso)/ Serie JN (fondo
perone Coperchio: NA traforato)
Vassoi: 80-0117, 80-0116 Coperchio: Serie JK 134 3 30
Sistema con aste per Fondo: Serie IN (fondo
Y€ PET | Vassoi: ROD-1001 (tray only) traforato) 132 4 30
avambraccio L .
Coperchio: Serie JK
. S Fondo: 80-2521, 80-3946, 80- . . 132 4 30
e e e | 354 6002, b | | [ e M (fonco
2 Coperchio: 80-2522, 80-3947, Coperchio: Serie IK
80-3949, 80-4068 P ' 134 3 30
Soluzioni per la .. ! . Fondo: Serie JN (fondo
frattura \1’333"" 80-1915, 80-1916, 80- | | -corato) 132 4 30
dell'avambraccio Coperchio: Serie JK
. 132 4 30
Fondo: NA Fondo: Serie JK (Fondo
Sistema di placche Coperchio: NA chiuso)/ Serie JN (fondo
per mano Vassoi: 80-0346, 80-0347, 80- traforato)
1815, 80-1817 Coperchio: Serie JK 134 3 30
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Sterilizzatore a vapore pre-vuoto

Codice articolo della base e

del coperchio della custodia Codice articolo di Aesculap

(utilizzare contenitori di Tempo di

Temperatura di Tempo di

Nome del sistema oppure del
vassoio/supporto dimensioni adeguate) esposizione esposizione asciugatura
indipendente (&9) (minuti) (minuti)
Fondo: NA Fondo: Serie JK (Fondo 132 4 30
Sistema di viti Coperchio: NA chiuso)/ Serie JN (fondo
Acutrak 2 grandi Vassoi: 80-0870, 80-0871, 80- traforato)
0876, 80-0877 Coperchio: Serie JK 134 3 30
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Sterilizzatore a vapore pre-vuoto

Nome del sistema oppure del (utilizzare contenitori di Temperatura di Tempo di Tempo di
vassoio/supporto dimensioni adeguate) esposizione esposizione asciugatura
indipendente (&9) (minuti) (minuti)
Sistema modulare per
arti inferiori con Vassoi: 80-0427, 80-0428, 80-
vassoi per caviglia e 1501 (Caddy), 80-0744 Fondo: Serie JN (fondo
calcagno OPPURE (Opzionale), 80-0434 traforato) 132 4 30
vassoi con placche (Opzionale), 80-0590 Coperchio: Serie JK
per parte centrale e (Opzionale)
anteriore del piede
Placca per Vassoi: 80-0183 Fondo: Serie JN (fondo 132 4 30
avambraccio centrale traforato)
Coperchio: Serie JK
Aesculap Cesetelli traforati:
Serie JF
Sistema di piastre Fondo: Serie JK (Fondo 132 4 30
dell'avambraccio Coperchio: 80-1914 chiuso)/ Serie IN (fondo
dell'albero centrale | /55¢5i: 80-1915, 80-1916 traforato)
Coperchio: Serie JK 134 3 30
St s o, Sere 1 e . 60
istema modulare per I chiuso)/ Serie ondo
mano Fondo e Coperchio: PL-WF01 traforato)
Coperchio: Serie JK 134 3 60
Set 1 Vassoi: 80-1928, 80- Fondo: Serie JK (Fondo 132 4 30
Soluzione Polarus 3 1929, 80-1930 chiuso)/ Serie JN (fondo
Set 2 Vassoi: 80-1934, 80- traforato)
1935, 80-1936 Coperchio: Serie JK 134 3 30
Fondo: Serie JN (fondo
Asta per omero traforato)
P Vassoi: MS-9000 (Vassoi) Coperchio: Serie JK 132 4 30
Polarus : -
Aesculap Cesetelli traforati:
Serie JE
Fondo: Serie JK (Fondo 132 4 30
Sistema di rimozione | Fondo: 80-0587 chiuso)/ Serie JN (fondo
viti Acutrak Coperchio: 80-0588 traforato)
Coperchio: Serie JK 134 3 30
Fondo: Serie IN (fondo
traforato) 132 4 30
Sistema di alesatori Coperchio: Serie JK
per articolazioni Fondo e Coperchio: MTP-0500 Fondo: Serie JK (Fondo
piccoli P -
chiuso)/ Serie JN (fondo
traforato) 134 3 30
Coperchio: Serie JK
: Fondo: Serie JK (Fondo 132 4 30
fraie:ng'nga;e Per o | Fondo: 80-2383 chiuso)/ Serie IN (fondo
dimensio[rjﬂ Coperchio: 80-2384/ 80-2683 traforato)
Coperchio: Serie JK 134 3 30
’ : Fondo: Serie JK (Fondo 132 4 30
:ﬁj;‘:nce“ tgltaaﬁzh;el Coperchio: 80-2123 chiuso)/ Serie JN (fondo
P s Vass0i:80-0346, 80-1223 traforato)
P Coperchio: Serie JK 134 3 30
Fondo: 80-0512 Fondo: Serie JK (Fondo 132 4 30
Coperchio: 80-0511 chiuso)/ Serie IN (fondo
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Codice articolo della base e
del coperchio della custodia
oppure del
vassoio/supporto
indipendente

Codice articolo di Aesculap
(utilizzare contenitori di
dimensioni adeguate)

Nome del sistema

i traforato)
PI
accora;giucelkto Coperchio: Serie JK
dell'ulna
(Sistema di

osteotomia)
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Sterilizzatore a vapore pre-vuoto

Temperatura di
esposizione

(°C)

Tempo di
esposizione
(minuti)

Tempo di
asciugatura
(minuti)

134 3 30
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Glossario dei simboli

Simbolo Descrizione

-F Il reticolo & un marchio registrato di Acumed. Puod apparire da solo o con il nome Acumed.
-]
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Tilleggsinformasjon

Sterilisering I Aesculap® Stive Steriliseringsbeholdere

NB Folgende Instruksjoner Gjelder For Operatgr Og Assisterende Helsepersonell. NB-

Instruksjoner Er Beregnet Pa Brukere I Norge.

BESKRIVELSE

De Acumed systemkonfigurasjonene som er oppfart nedenfor har blitt validert for sterilisering i de angitte
Aesculap steriliseringsbeholderne.

BRUKSINFORMASJON

Acumeds bruksanvisning for implantat og instrumentsystemer kan finnes med delenummer pa
http://www.acumed.net/ifu. Denne inneholder produktbeskrivelser, bruksinformasjon, indikasjoner,
kontraindikasjoner, advarsler, forsiktighetsregler, bivirkninger, rengjgringsinstruksjoner og
oppbevaringsanvisninger som er ment for kirurgen.

Ytterligere bruksanvisninger forsynes av Aesculap. Du finner disse bruksanvisningene med Aesculaps
varenummer pa http://www.aesculapusa.com/ og ma gjennomgas fgr bruk av Aesculap sterile beholdere.
Du finner varenumrene i tabellen nedenfor.

STERILITET

o Ikke-sterile enheter er validert ved hjelp av steriliseringsparameterne som er oppfart nedenfor, i
fullastede skuffer med alle deler plassert pa riktig mate. Sterilisering ma fullfgres i samsvar med
tilleggsbruksanvisningene som forsynes av Aesculap.

RENGJORING

e Rengjgring av Aesculap steriliseringsbeholdere bgr fullfgres i samsvar med bruksanvisningen fra
Aesculap.

e Rengjgring av Acumed-produktene skal fullfgres i samsvar med bruksanvisningen for delen eller
systemet som oppgis av Acumed med produktdelenummeret.

STERILISERING

¢ Disse produktene er ikke-sterile, og ma steriliseres av sykehuset far bruk. Ikke-sterile enheter er
validert ved hjelp av steriliseringsparameterne som er oppfgrt nedenfor, i fullastede skuffer med alle
deler plassert pa riktig mate. Sterilisering ma fullfgres i samsvar med tilleggsbruksanvisningene som
forsynes av Aesculap.
o Utfar sterilisering ved hjelp av en autoklav med dynamisk fjerning av luft (forvakuum).
- Sterilisering ved gravitasjonsfortrengning anbefales ikke.
- Flash-sterilisering (for umiddelbar bruk) anbefales ikke.


http://www.acumed.net/ifu
http://www.aesculapusa.com/
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¢ Kontroller at sterilisatorens maksimale fyllingskapasitet ikke overskrides ved sterilisering av flere sett
eller enheter.

e Beholderne ma ikke stables. Dette kan forhindre damp fra 3 trenge gjennom og kan pavirke tarkingen.

¢ Se instruksjonene fra sterilisatorprodusenten, og sgrg for riktig installering, kalibrering, bruk og
regelmessig vedlikehold.

¢ De steriliserte gjenstandene bgr kjgles ned til romtemperatur fgr hdndtering. Dette lar deg handtere
dem pé en trygg mate og forebygger kondens.

¢ Fglg gjeldende retningslinjer for beste praksis, f.eks. ANSI/AAMI ST79:2017*.

* Association for the Advancement of Medical Instrumentation (AAMI) (Organisasjonen for 3 fremme
utvikling og sikker og effektiv bruk av medisinsk teknologi). Omfattende veiledning for dampsterilisering og
sterilitetssikring pa helseinstitusjoner (Comprehensive guide to steam sterilization and sterility assurance in
health care facilities). AAMI ST79:2017. Arlington, VA.

¢ Folgende tabell viser minimumsparametere som er godkjent* for & oppna et ngdvendig
sterilitetssikringsniva pd 10 for systemet.

Viktig:

- Steriliseringsparametere er kun gyldige for enheter som er rengjort i henhold til disse
instruksjonene og er helt tgrre.

- Steriliseringsparameterne gjelder kun hvis enhetene er riktig plassert i Acumed- og Aesculap-
beholderen i henhold til numrene angitt i tabellen.

- Se systemets IFU for mer informasjon om rengjgring av enheten, behandling og
steriliseringsmetoder.
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Delenumre for kassebase

Aesculap delenummer (bruk

Norsk — NB / PAGE 64

Dampsterilisering med forvakuum

Systemnavn og lokk eller beholdere av passende Ek - Eksponeringsti Ek . .
skuff/frittstdende caddy storrelse) mip::':tel::-n(gosét)e dS(IJnt::lneJ;:egstl
(minutter)
Bunn.: NA Bunn: JK-serien (Solid bunn)/ 132 4 30
Aculoc 2 platesystem Lokk: NA IN-serien (perforert bunn)
platesy Bretts: 80-0347, 80-0346, 80- | ;- 2= PET
0754, 80-0787, 80-0752 ' 134 3 30
E:;EI? ,\'l\l: Bunn: JK-serien (Solid bunn)/ 132 4 30
Bretts: AT2-005, AT2-006, Jl_g,'j:.erj'?(rfs(epr?;orert bunr) 134 3 20
Acutrak 2 AT2-007, AT2-004, 80-1527
skruesystem 132 4 30
Lokk: 80-0809, 80-0812 ?ﬁ?srgril'ﬁ'iere'f% r(:rfc"fug‘;;‘")/
Bretts: 80-0808, 80-0811 ; P
Lokk: JK-serien 134 3 30
Acutrak 2 Bunn: 80-1527 Bunn: _JK-serien (Solid bunn)/ 132 4 30
mikroekstensjon Lokk: 80-1534 IN-serien (perforert bunn)
! Lokk: JK-serien 134 3 30
Bunn: JN-serien (perforert
Acutrak Fusion Bunn og Lokk: ATF-060 bunn) 132 4 30
Lokk: JK-serien
Anatomiske Bunn: JN-serien (perforert
: Bretts: TR-0004, TR-0005 bunn) 132 25 70
radiushodesystem ; -
Lokk: JK-serien
Bunn: NA . .
: JK- 132 4 30
prtomiske | Lok D s (S )
radiushodelgsninger Bretts: 80-2002, 80-2003, 80- Lokk: JK-se[;ien
0365, AT2-006 ' 134 3 30
Bunn: 80-3640/80-3692/80- 132 4 30
Anatomiske 3693 Bunn: JK-serien (Solid bunn)/
radiushodelgsninger 2 Lokk: 80-3641, 80-4068 IN-serien (perforert bunn)
9 Brett: 80-4040, 80-4041, 80- Lokk: JK-serien 134 3 30
4042, 80-4043
. an. Bunn: JK-serien (Solid bunn)/ 132 4 30
Ankelplatesystem 3 E;?E ’ g?(? 2233 :10 IN-serien (perforert bunn)
) Lokk: JK-serien 134 3 30
Bunn: NA Bunn: JK-serien (Solid bunn)/
Lokk: NA IN-serien (perforert bunn) 132 4 60
Arc Wrist Tower Bretts: NA Lokk: JK-serien
Overfgr innholdet i brettet til Aesculap Perforerte kurver: JF- 134 3 60
perforerte kurver. serien
Biotrak resorberbar | Bunn: 80-0485 Bunn: JK-serien (Solid bunn)/ 132 4 30
inne/spiker Lokk: 80-0486 IN-serien (perforert bunn)
P : Lokk: JK-serien 134 3 30
Biotrak resorberbar Bunn: 80-0517 Bunn: _JK-serien (Solid bunn)/ 132 4 30
skrue Lokk: 80-0518 IN-serien (perforert bunn)
’ Lokk: JK-serien 134 3 30
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Bunn: NA Bunn: JN-serien (perforert
. bunn)
Lokk: NA Lokk: JK-serien 132 4 30
Overfgr innholdet i brettet til Aesculap Perforerte kurver: JF-
perforerte kurver. serien
Beingraftsystem
Bunn: BG-8070 Bunn: JK-serien (Solid bunn)/
IN-serien (perforert bunn) 134 3 30
Lokk: BG-8070 Lokk: JK-serien
6,5/7,3 mm kanylert | Bretts: 80-1825, 80-1827, 80- 5322) IN-serien (perforert - . 20
skruesystem 2020 Lokk: JK-serien
Bunn: 80-3684, 80-3919, 80- Bunn: JK-serien (Solid bunn)/ 132 4 30
4,0 mm kanylert 3921, 80-3934, 80-4001 N - " b
skruesystem Lokk: 80-3683, 80-3920, 80- S (p_er orert bunn)
OKK: ' ' Lokk: JK-serien 134 3 30
3922, 80-3935, 80-4002
Bretts: 80-0308, 80-0344, 80- | 5 | . J\_serien (perforert
Kragebeinplatesystem 0345, 80-0525, 80-0346, 80- bunn) 132 25 70
0785(valgfritt), 80-0136 Lokk: JK-serien
(valgfritt), 80-0347 (valgfritt) ’
Kragebeinplatesystem ggezt;s8%03(;%38,8203%36,8%0 Bunn: JK-serien (Solid bunn)/ 132 4 30
(med oppdaterte bl 3791’ afri ! 80 0136’ IN-serien (perforert bunn)
brett) (valgfritt), 80- i Lokk: JK-serien
(valgfritt), 80-0347 (valgfritt) 134 3 30
Eclajlzll? ,\'l\l:‘ Bunn: JK-serien (Solid bunn)/ 132 4 30
Albueplatesystem Bretts: 80-0675, 80-0676, 80- JLIC\)I'-(Tfr;T(TS(e[;?;orert bunn)
0677, 80-0678, 80-0629 : 134 3 30
Bunn: NA Bunn: JK-serien (Solid bunn)/ 132 4 30
Fibulastangsystem Lokk: NA IN-serien (perforert bunn)
Bretts: 80-0117, 80-0116 Lokk: JK-serien 134 3 30
Bunn: JN-serien (perforert
Underarmstangsystem | Bretts: ROD-1001 (Brett only) bunn) 132 4 30
Lokk: JK-serien
Bunn: 80-2521, 80-3946, 80- . cari 132 4 30
2-system for fibula og | 3948, 80-4062, 80-4064 53:2) IN-serien (perforert
underarm Lokk: 80-2522, 80-3947, 80- Lokk: JK-serien
3949, 80-4068 : 134 3 30
Underarmsbruddigsni | Bretts: 80-1915, 80-1916, 80- 5322) IN-serien (perforert - . 0
nger 1922 Lokk: JK-serien
E;'Q}? Ill\‘: Bunn: JK-serien (Solid bunn)/ 132 4 30
Hé&ndplatesystem Bretts: 80-0346, 80-0347, 80- JLE'-(T(?rJlirjs(e[;?;orert bunn)
1815, 80-1817 : 134 3 30
Bunn: NA . .
Bunn: JK-serien (Solid bunn)/ 132 4 30
Stort Acutrak 2 Lokk: NA ;
skruesystem Bretts: 80-0870, 80-0871, 80- igllf(?rj'?(’fsgﬂfgoren bunn)
0876, 80-0877 : 134 3 30
Modulzert system for
nedre ekstremiteter Bretts: 80-0427, 80-0428, 80- . cari
med ankel- og 1501 (Caddy), 80-0744 5522) IN-serien (perforert 5 . %
calcanealbrett ELLER | (Valgfritt), 80-0434 (Valgfritt), Lokk: JK-serien
fremfot midtfot- 80-0590 (Valdfritt) !
platebrett
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Bunn: JN-serien (perforert
. bunn)
Midtaksel ;
Bretts: 80-0183 Lokk: JK-serien 132 4 30
underarmplatebrett Aesculap Perforerte kurver: JF-
serien
Mellomaksel ) ) 132 4 30
underarmsplatesyste | Lokk: 80-1914 Bunn: JK-serien (Solid bunn)/
m ) IN-serien (perforert bunn)
Bretts: 80-1915, 80-1916 Lokk: JK-serien 134 3 30
Bunn: JK-serien (Solid bunn)/ 132 4 60
Moduleert hdndsystem | Bunn og Lokk: PL-WFO01 IN-serien (perforert bunn)
Lokk: JK-serien 134 3 60
?Stz; %roe_t;sg:BgO-IQZS, 80- Bunn: JK-serien (Solid bunn)/ 132 4 30
Polarus 3-lgsning Set 2 Bretts: 80-1934, 80- JLEI-(T((?rJlir_\S(Gpﬁeer:‘orert bunn)
1935, 80-1936 : 134 3 30
Bunn: JN-serien (perforert
bunn)
Polarus humeralstang | Bretts: MS-9000 (Bretts) Lokk: JK-serien 132 4 30
Aesculap Perforerte kurver: JE-
serien
Acutrak Bunn: 80-0587 Bunn: JK-serien (Solid bunn)/ 132 4 30
skruefjerningssystem | Lokk: 80-0588 IN-serien (perforert bunn)
' Lokk: JK-serien 134 3 30
Bunn: JN-serien (perforert
bunn) 132 4 30
Lokk: JK-serien
Rea“;;rzylzt;g‘ for 1 Bunn og Lokk: MTP-0500
Bunn: JK-serien (Solid bunn)/
IN-serien (perforert bunn) 134 3 30
Lokk: JK-serien
- JK-seri i 132 4 30
Basesett for sm& Bunn: 80-2383 ?Itlj-nsr;rilﬁ ?egffr;r(;?lgjugﬁ?n)/
fragmenter Lokk: 80-2384/ 80-2683 =rien (pe
Lokk: JK-serien 134 3 30
- JK-seri i 132 4 30
Totalt platesystem for | Lokk: 80-2123 ?Itlj-nsr;rilf\ ?ereurefr;r(:rctalgiu:ﬁ;m)/
hé&ndleddsfusjon Bretts:80-0346, 80-1223 - P
Lokk: JK-serien 134 3 30
- JK-seri i 132 4 30
Ulnaforkortingsplate Bunn: 80-0512 Bunn: .JK serien (Solid bunn)/
] . IN-serien (perforert bunn)
(Osteotomisystem) Lokk: 80-0511 - -
Lokk: JK-serien 134 3 30
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Symbolforklaring

Symbol Beskrivelse

_F Retikkelet er et registrert varemerke som tilhgrer Acumed. Det kan vises alene eller ssmmen med Acumed-
. navnet.
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Aanvullende Informatie

Sterilisatie In Aesculap® Rigide Sterilisatiecontainers

NTR Deze instructies zijn bedoeld voor chirurgen en assistenten. De NL instructies zijn

bedoeld voor gebruikers in Nederlandstalige landen.

BESCHRIJVING

De hieronder vermelde Acumed systeemconfiguraties zijn gevalideerd voor sterilisatie in de gespecificeerde
sterilisatiecontainers van Aesculap.

INDICATIES VOOR GEBRUIK

Gebruiksinstructies van Acumed voor implantaat- en instrumentensystemen kunt u op onderdeelnummer op
http://www.acumed.net/ifu vinden. Deze instructies bevatten productbeschrijvingen, informatie voor
gebruik, indicaties, contra-indicaties, waarschuwingen, voorzorgsmaatregelen, nadelige gevolgen,
reinigingsinstructies en opslaginstructies ter attentie van de opererende chirurg.

Aanvullende gebruiksinstructies van Aesculap worden door Aesculap verstrekt. U vindt deze instructies door
op http://www.aesculapusa.com/ op itemnummer te zoeken. U dient de instructies te raadplegen alvorens
de steriele containers van Aesculap in gebruik te nemen. Itemnummers kunt u vinden in de onderstaande
tabel.

STERILITEIT

¢ Niet-steriele hulpmiddelen zijn gevalideerd met behulp van de hieronder vermelde sterilisatieparameters
in volledig geladen trays waarbij alle onderdelen op de juiste wijze waren geplaatst. De sterilisatie moet
in overeenstemming met de aanvullende gebruiksinstructies van Aesculap worden uitgevoerd.

REINIGING

¢ De sterilisatiecontainers van Aesculap moeten in overeenstemming met de gebruiksinstructies van
Aesculap worden gereinigd.

e Producten van Acumed moeten in overeenstemming met de onderdeel- of systeeminstructies worden
gereinigd. Deze worden per productonderdeelnummer door Acumed verstrekt.

STERILISATIE

¢ Deze producten zijn niet steriel en moeten voorafgaand aan gebruik door het ziekenhuis worden
gesteriliseerd. Niet-steriele hulpmiddelen zijn gevalideerd met behulp van de hieronder vermelde
sterilisatieparameters in volledig geladen trays waarbij alle onderdelen op de juiste wijze waren
geplaatst. De sterilisatie moet in overeenstemming met de aanvullende gebruiksinstructies van Aesculap
worden uitgevoerd.


http://www.acumed.net/ifu
http://www.aesculapusa.com/
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e Steriliseer de instrumenten met behulp van een (prevacuiim)autoclaaf met dynamische
luchtverwijdering.
- Sterilisatie met zwaartekrachtverplaatsing wordt niet aanbevolen.
- Sterilisatie voor onmiddellijk gebruik wordt niet aanbevolen.
e Zorg dat de maximale belastingslimiet van het sterilisatieapparaat niet wordt overschreden wanneer u
meerdere sets of meerdere instrumenten steriliseert.
o Zet de sterilisatiebakken niet boven op elkaar, omdat de stoom zo niet goed in de instrumenten kan
binnendringen en het drogen kan worden verhinderd.
e Raadpleeg de instructies van de fabrikant van het sterilisatieapparaat en zorg dat het apparaat op de
juiste manier wordt geinstalleerd, gekalibreerd, gebruikt en onderhouden.
e De gesteriliseerde items moeten alvorens deze te hanteren op kamertemperatuur worden gebracht.
Hierdoor wordt een veilige hantering gewaarborgd en wordt condensatie voorkomen.
¢ Volg de huidige optimale werkmethoden van de sector, zoals ANSI/AAMI ST79:2017*.

* Association for the Advancement of Medical Instrumentation (AAMI) (Vereniging voor de vooruitgang van
medische hulpmiddelen). Uitgebreide gids voor stoomsterilisatie en steriliteitsgaranties in
gezondheidszorginstellingen (Comprehensive guide to steam sterilization and sterility assurance in health
care facilities). AAMI ST79:2017. Arlington, VA.

¢ In de volgende tabel vindt u de minimumparameters die zijn gevalideerd* om een
steriliteitsgarantieniveau van 10 te bereiken.

Belangrijk:

- De sterilisatieparameters gelden alleen voor instrumenten die volgens deze instructies zijn
gereinigd en goed zijn gedroogd.

- De sterilisatieparameters zijn alleen van toepassing als de instrumenten op de juiste manier
worden bewaard in de Acumed- en Aesculap-opbergkisten met de onderdeelnummers die in de
tabel vermeld zijn.

- Raadpleeg de gebruiksinstructies van het systeem voor meer informatie over de reinigings-,
verwerkings- en sterilisatiemethoden van het apparaat.
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Gevadekseleerde configuraties en parameters:

Naam systeem

Onderdeelnummers van kist

en deksel of

Onderdeelnummer van
Aesculap (gebruik

Blootstellingst
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Prevacuiimstoomsterilisatie

Blootstellingsti

i containers met een 3 Droogtijd
tray/afzonderlijke caddy geschikte afmeting) emp(eoléa)tuur (mi l‘:ldlten) (minuten)
Bodem: NA Bodem: JK-serie (Stevige 132 4 30
Aculoc 2 plaatsysteem Deksel: NA bodem)/ JN-serie
P Y Trays: 80-0347, 80-0346, 80- (geperforeerde bodem)
0754, 80-0787, 80-0752 Deksel: JK-serie 134 3 30
Bodem: NA Bodem: JK-serie (Stevige 132 4 30
Deksel: NA bodem)/ JN-serie
Trays: AT2-005, AT2-006, AT2- | (geperforeerde bodem) 134 3 30
Acutrak 2 007, AT2-004, 80-1527 Deksel: JK-serie
schroefsysteem Bodem: JK-serie (Stevige 132 4 30
Deksel: 80-0809, 80-0812 bodem)/ JN-serie
Trays: 80-0808, 80-0811 (geperforeerde bodem)
Deksel: JK-serie 134 3 30
Bodem: JK-serie (Stevige 132 4 30
Acutrak 2 Bodem: 80-1527 bodem)/ JN-serie
microextensie Deksel: 80-1534 (geperforeerde bodem)
Deksel: JK-serie 134 3 30
Bodem: IN-serie
Acutrak Fusion Bodem en Deksel: ATF-060 (geperforeerde bodem) 132 4 30
Deksel: JK-serie
Anatomisch radiaal Bodem: JN-serie
Trays: TR-0004, TR-0005 (geperforeerde bodem) 132 25 70
kopsysteem . ;
Deksel: JK-serie
Bodem: NA Bodem: JK-serie (Stevige 132 4 30
Anatomische radiale Deksel: NA bodem)/ IN-serie
kopoplossingen Trays: 80-2002, 80-2003, 80- (geperforeerde bodem)
0365, AT2-006 Deksel: JK-serie 134 3 30
Bodem: 80-3640/80-3692/80-
3693 / / Bodem: JK-serie (Stevige 132 4 30
Anatomischg radiale Deksel: 80-3641, 80-4068 bodem)/ JN-serie
kopoplossingen 2 (geperforeerde bodem)
Trays: 80-4040, 80-4041, 80- Deksel: JK-serie 134 3 30
4042, 80-4043
Bodem: JK-serie (Stevige 132 4 30
Plaatsvsteem enkel 3 Bodem: 80-2340 bodem)/ JN-serie
Y Deksel: 80-2341 (geperforeerde bodem)
Deksel: JK-serie 134 3 30
Bodem: NA Bodem: JK-serie (Stevige
Deksel: NA Dodem)l NSt ) 132 4 60
Travs: NA geperforeerde bodem
ARC polstoren Y . . Deksel: JK-serie
Plaats de inhoud van de trays in | Aesculap Perforated Basket: JF- 134 3 60
geperforeerde menen. serie
Bodem: JK-serie (Stevige 132 4 30
Biotrak resorbeerbare | Bodem: 80-0485 bodem)/ IN-serie
pin/nagel Deksel: 80-0486 (geperforeerde bodem)
Deksel: JK-serie 134 3 30
Bodem: JK-serie (Stevige 132 4 30
Biotrak resorbeerbare | Bodem: 80-0517 bodem)/ IN-serie
schroef Deksel: 80-0518 (geperforeerde bodem)
Deksel: JK-serie 134 3 30
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Naam systeem

Onderdeelnummers van kist
en deksel of

Onderdeelnummer van
Aesculap (gebruik

Blootstellingst
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Prevacuiimstoomsterilisatie

Blootstellingsti

s containers met een 5 Droogtijd
tray/afzonderlijke caddy geschikte afmeting) emp(e:ea)tuur - ::ten) (minuten)
Bodem: NA Bodem: IN-serie
. (geperforeerde bodem)
Deksel: NA Deksel: JK-serie 132 4 30
Plaats de inhoud van de trays in | Aesculap Geperforeerde
Bottransplantatiesyste geperforeerde menen. menen: JF-serie
em
Bodem: JK-serie (Stevige
Bodem: BG-8070 bodem)/ IN-serie
134 3 30
Deksel: BG-8070 (geperforeerde bodem)
Deksel: JK-serie
Gecanuleerd . Bodem: IN-serie
schroefsysteem, ;Bazés 80-1825, 80-1827, 80 (geperforeerde bodem) 132 4 30
6,5/7,3 mm Deksel: JK-serie
Bodem: 80-3684, 80-3919, 80- | Bodem: JK-serie (Stevige 132 4 30
Gecanuleerd 3921, 80-3934, 80-4001 —seri
bodem)/ JN-serie
schroefsysteem, 4,0
mm Deksel: 80-3683, 80-3920, 80- | (geperforeerde bodem)
3922, 80-3935, 80-4002 Deksel: JK-serie 134 3 30
Trays: 80-0308, 80-0344, 80- . INcar
Claviculair 0345, 80-0525, 80-0346, 80- | Bodem: IN-serie (geperforeerde
. bodem) 132 25 70
plaatsysteem 0785(optioneel), 80-0136 Deksel: JK-serie
(optioneel), 80-0347 (optioneel) !
Claviculair Trays: 80-0308, 80-0346, 80- Bodem: JK-serie (Stevige 132 4 30
plaatsysteem 0525, 80-3789, 80-3790, 80- bodem)/ IN-serie
(met vernieuwde 3791(optioneel), 80-0136 (geperforeerde bodem)
blauwe trays) (optioneel), 80-0347 (optioneel) | Deksel: JK-serie 134 3 30
Bodem: NA Bodem: JK-serie (Stevige 132 4 30
Plaatsysteem elleboo Deksel: NA bodem)/ JN-serie
Y 9 Trays: 80-0675, 80-0676, 80- (geperforeerde bodem)
0677, 80-0678, 80-0629 Deksel: JK-serie 134 3 30
Bodem: NA Egﬂgm):/]ﬁs_iﬁe(smwge 132 4 30
Staafsysteem fibula Deksel: NA (geperforeerde bodem)
Trays: 80-0117, 80-0116 9ep . - 134 3 30
Deksel: JK-serie
Staafsysteem Bodem: IN-serie
Y Trays: ROD-1001 (tray) (geperforeerde bodem) 132 4 30
onderarm . -
Deksel: JK-serie
Bodem: 80-2521, 80-3946, 80- . TNcari 132 4 30
fibula- en voorarmpen | 3948, 80-4062, 80-4064 E‘°:e2:f'or3e':rfj‘2”§o dem)
2-systeem Deksel: 80-2522, 80-3947, 80- E?ek‘;el_ Kecerio 134 3 30
3949, 80-4068 )
: . an. : i Bodem: JN-serie
Breukoplossingen Trays: 80-1915, 80-1916, 80 (geperforeerde bodem) 132 4 30
onderarm 1922 . -
Deksel: JK-serie
Bodem: NA Bodem: JK-serie (Stevige 132 4 30
Plaatsvsteem hand Deksel: NA bodem)/ JN-serie
Y Trays: 80-0346, 80-0347, 80- (geperforeerde bodem)
1815, 80-1817 Deksel: JK-serie 134 3 30
Bodem: NA Bodem: JK-serie (Stevige 132 4 30
Acutrak 2 Deksel: NA bodem)/ IN-serie
schroefsysteem, groot | Trays: 80-0870, 80-0871, 80- (geperforeerde bodem)
0876, 80-0877 Deksel: JK-serie 134 3 30
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Naam systeem

Onderdeelnummers van kist
en deksel of

Onderdeelnummer van
Aesculap (gebruik
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Prevacuiimstoomsterilisatie

Blootstellingst

Blootstellingsti

i containers met een 5 Droogtijd
tray/afzonderlijke caddy geschikte afmeting) emp(e:ea)tuur - ::ten) (minuten)
Modulair systeem
voor de onderste Trays: 80-0427, 80-0428, 80-
extremiteiten met 1501 (Caddy), 80-0744 Bodem: IN-serie
trays voor enkel en (Optioneel), 80-0434 (geperforeerde bodem) 132 4 30
calcaneus OF (Optioneel), 80-0590 Deksel: JK-serie
plaattrays voor (Optioneel)
voorvoet/middenvoet
Bodem: IN-serie
. (geperforeerde bodem)
Plaat voor midschacht | . g0-0183 Deksel: JK-serie 132 4 30
onderarm
Aesculap Geperforeerde
menen: JF-serie
Middenas onderarm , Bodem: JK-serie (Stevige 132 4 30
p|aatsysteem Deksel: 80-1914 bodem)/ JN-serie
Trays: 80-1915, 80-1916 (geperforeerde bodem)
Deksel: JK-serie 134 3 30
Bodem: JK-serie (Stevige 132 4 60
Modulair handsysteem | Bodem en Deksel: PL-WFO01 bodem)/ JN-serie
(geperforeerde bodem)
Deksel: JK-serie 134 3 60
Set 1 Trays: 80-1928, 80-1929, | Bodem: JK-serie (Stevige 132 4 30
Polarus 3 oplossin 80-1930 bodem)/ JN-serie
P 9 Set 2 Trays: 80-1934, 80-1935, | (geperforeerde bodem)
80-1936 Deksel: JK-serie 134 3 30
Bodem: JN-serie
Polarus humerale (geperforeerde bodem)
Trays: MS-9000 (trays) Deksel: JK-serie 132 4 30
staaf
Aesculap Geperforeerde
menen: JE-serie
: Bodem: JK-serie (Stevige 132 4 30
schroe?\‘/cel‘::/?'lc(jerin ss Bodem: 80-0587 bodem)/ JN-serie
steegn 9 Deksel: 80-0588 (geperforeerde bodem)
¥ Deksel: JK-serie 134 3 30
Bodem: IN-serie
(geperforeerde bodem) 132 4 30
Deksel: JK-serie
REII n-wersystee.n"r:tv oor Bodem en Deksel: MTP-0500
€ine gewrichten Bodem: JK-serie (Stevige
bodem)/ JN-serie
(geperforeerde bodem) 134 3 30
Deksel: JK-serie
Bodem: JK-serie (Stevige 132 4 30
Basisset voor kleine Bodem: 80-2383 bodem)/ JN-serie
fragmenten Deksel: 80-2384/ 80-2683 (geperforeerde bodem)
Deksel: JK-serie 134 3 30
Bodem: JK-serie (Stevige 132 4 30
Plaatsysteem voor Deksel: 80-2123 bodem)/ JN-serie
volledige polsfusie Trays:80-0346, 80-1223 (geperforeerde bodem)
Deksel: JK-serie 134 3 30
Bodem: JK-serie (Stevige 132 4 30
Ulna verkortingsplaat | Bodem: 80-0512 bodem)/ IN-serie
(Osteotomiesysteem) | Deksel: 80-0511 (geperforeerde bodem)
Deksel: JK-serie 134 3 30
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Verklaring van symbolen

Symbool Beschrijving

- Het kruis is een geregistreerd handelsmerk van Acumed. Het kan alleen voorkomen of in combinatie met de
N naam Acumed.
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Informacao Adicional

Esterilizacao Em Recipientes De Esterilizacao Rigidos Aesculap®

PT Estas Instrugdes destinam-se ao cirurgido e aos profissionais de saude de apoio. As

instrucoes PT destinam-se aos utilizadores dos paises de lingua portuguesa.

DESCRICAO

As configuragdes do sistema Acumed listadas abaixo foram validadas para a esterilizagao nos recipientes de
esterilizagao Aesculap especificados.

INFORMAGOES DE UTILIZAGAO

As instrucOes de utilizagao dos sistemas de implantes e instrumentos Acumed podem ser encontradas
mediante a referéncia em http://www.acumed.net/ifu. Estas instrucdes incluem descricdes do produto,
informacdes de utilizacao, indicacdes, contraindicagles, adverténcias, precaucoes, efeitos adversos,
instrugdes de limpeza e instrucdes de armazenamento para a atengao pessoal do cirurgiao.

A Aesculap fornece instrucoes de utilizagdo Aesculap adicionais. Estas instrucdes podem ser encontradas
através do nimero de item Aesculap em http://www.aesculapusa.com/ e devem ser revistas antes da
utilizacdo dos recipientes estéreis Aesculap. Os nimeros de item podem ser encontrados na tabela abaixo.

ESTERILIDADE

¢ Os dispositivos ndo estéreis foram validados utilizando os parémetros de esterilizagdo abaixo indicados,
em tabuleiros totalmente carregados com todas as pegas colocadas adequadamente. A esterilizacao
deve ser concluida em conformidade com as instrugdes de utilizacao adicionais fornecidas pela
Aesculap.

LIMPEZA

¢ A limpeza dos recipientes de esterilizacao Aesculap deve ser concluida em conformidade com as
instrugdes de utilizacao fornecidas pela Aesculap.

e A limpeza dos produtos Acumed deve ser concluida em conformidade com as instrucdes de utilizacao da
peca ou do sistema fornecidas pela Acumed com base na referéncia do produto.

ESTERILIZACAO

o Estes produtos sdo ndo estéreis e devem ser esterilizados pelo hospital antes da utilizagdo. Os
dispositivos ndo estéreis foram validados utilizando os parametros de esterilizacao abaixo indicados, em
tabuleiros totalmente carregados com todas as pegas colocadas adequadamente. A esterilizacao deve
ser concluida em conformidade com as instrucdes de utilizacdo adicionais fornecidas pela Aesculap.

o Efetue a esterilizacao com uma autoclave de remocao de ar dinamica (pré-vacuo).


http://www.acumed.net/ifu
http://www.aesculapusa.com/
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- A esterilizacdo por deslocamento de gravidade ndo é recomendada.
- A esterilizacdo de utilizagdo imediata (flash) ndao é recomendada.
o Certifique-se de que o limite maximo de carga do esterilizador ndo é ultrapassado ao esterilizar varios
conjuntos ou dispositivos.
¢ Nao empilhe recipientes, pois tal pode impedir a penetragao do vapor e inibir a secagem.
e Consulte as instrucdes do fabricante do esterilizador e certifique-se de que a instalacado, calibracao,
utilizacdo e manutengao continua sao adequadas.
e Os itens esterilizados devem arrefecer até atingirem a temperatura ambiente antes de serem
manuseados. Isto permite um manuseamento seguro e previne a formacgao de condensacao.
e Siga as diretrizes atuais de praticas recomendadas do setor, como ANSI/AAMI ST79:2017*.

* Association for the Advancement of Medical Instrumentation (AAMI) (Associagao para o Avango da
Instrumentacdo Médica). Guia completo sobre a esterilizagdo a vapor e a garantia de esterilidade em
instalacdes de cuidados de saude (Comprehensive guide to steam sterilization and sterility assurance in
health care facilites). AAMI ST79:2017. Arlington, VA.

¢ A tabela seguinte indica os parametros minimos validados* para obter o Nivel de Garantia de
Esterilidade de 10 exigido para o sistema.

Importante:

- Os parametros de esterilizacdo s6 sao validos para dispositivos que tenham sido limpos de acordo
com estas instrucoes e que estejam completamente secos.

- Os parametros de esterilizacdo s6 sao validos se os dispositivos estiverem corretamente
acondicionados nas caixas de armazenamento Acumed e Aesculap cujas referéncias sao indicadas
na tabela.

- Consulte as instrucdes de utilizagao do sistema para obter mais detalhes sobre os métodos de
limpeza, processamento e esterilizagao do dispositivo.
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Configuragdes e parametros vatampaados:

Nome do sistema

Referéncias da base da
caixa e tampa ou
tabuleiro/carrinho

Referéncia Aesculap (utilize
recipientes de tamanho
apropriado)
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Esterilizador a vapor com pré-vacuo

Temperatura
de exposicao

Tempo de
exposicao

Tempo de
secagem

Sl (&(9) (minutos) (minutos)
Fundo: NA Fundo: Série JK (Fundo 132 4 30
Sistema de placas Tampa: NA sotampao)/ Série IN (fundo
Aculoc 2 Tabuleiros: 80-0347, 80-0346, perfurado)
80-0754, 80-0787, 80-0752 Tampa: Série JK 134 3 30
Fundo: NA Fundo: Série JK (Fundo 132 4 30
Tampa: NA sotampao)/ Série IN (fundo
Tabuleiros: AT2-005, AT2-006, perfurado) 134 3 30
Sistema de parafusos AT2-007, AT2-004, 80-1527 Tampa: Série JK
Acutrak 2 Fundo: Série JK (Fundo 132 4 30
Tampa: 80-0809, 80-0812 sotampao)/ Série IN (fundo
Tabuleiros: 80-0808, 80-0811 perfurado)
Tampa: Série JK 134 3 30
Fundo: Série JK (Fundo 132 4 30
Microextensdo Fundo: 80-1527 sotampao)/ Série IN (fundo
Acutrak 2 Tampa: 80-1534 perfurado)
Tampa: Série JK 134 3 30
Fundo: Série IN (fundo
Fusdo Acutrak Fundo e Tampa: ATF-060 perfurado) 132 4 30
Tampa: Série JK
Sisterna de cabeca Fundo: Série IN (fundo
: cabeg Tabuleiros: TR-0004, TR-0005 perfurado) 132 25 70
radial anatdmica e
Tampa: Série JK
Fundo: NA Fundo: Série JK (Fundo 132 4 30
Solugdes de cabeca Tampa: NA sétampao)/ Série IN (fundo
radial anatémica Tabuleiros: 80-2002, 80-2003, perfurado)
80-0365, AT2-006 Tampa: Série JK 134 3 30
Fundo: 80-3640/80-3692/80-
3693 / / Fundo: Série JK (Fundo 132 4 30
Solugdes de cabeca Tampa: 80-3641, 80-4068 sotampao)/ Série IN (fundo
radial anatémica 2 ) ' perfurado)
Tabuleiros: 80-4040, 80-4041, Tampa: Série JK 134 3 30
80-4042, 80-4043
Fundo: Série JK (Fundo 132 4 30
Sistema de placas do | Fundo: 80-2340 sotampao)/ Série IN (fundo
tornozelo 3 Tampa: 80-2341 perfurado)
Tampa: Série JK 134 3 30
Fundo: NA Fundo: Série JK (Fundo 132 4 €0
Ta?pl)a: NA sétampao)/ Série IN (fundo
Tabuleiros: NA
perfurado)
Torre para Pulso ARC -
P Transferir contetido do Tampa: Série JK
tabuleiro para cestos Aesculap Perforated Basket: 134 3 60
perfurados. Serie JF
Fundo: Série JK (Fundo 132 4 30
Pino/prego Fundo: 80-0485 sotampao)/ Série IN (fundo
reabsorvivel Biotrak Tampa: 80-0486 perfurado)
Tampa: Série JK 134 3 30
Fundo: Série JK (Fundo 132 4 30
Parafuso reabsorvivel | Fundo: 80-0517 sétampao)/ Série IN (fundo
Biotrak Tampa: 80-0518 perfurado)
134 3 30

Tampa: Série JK




@ Informacao adicional

Referéncias da base da
caixa e tampa ou
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Esterilizador a vapor com pré-vacuo

Referéncia Aesculap (utilize

Nome do sistema . " recipientes de tamanho Temperatura Tempo de Tempo de
tabu;eltrgé :):::;mho apropriado) de exposicao exposicao secagem
C (°C) (minutos) (minutos)
Fundo: NA Fundo: Série IN (fundo
Tampa: NA perfurado)
Transferir contelido do Xampla: Sgne K rfurado: 132 4 30
tabuleiro para cestos S(las_qu?:p estos perfurado:
Sistema de enxerto | perfurados. erie
0sseo
Fundo: Série JK (Fundo
Fundo: BG-8070 sétampao)/ Série IN (fundo
134 3 30
Tampa: BG-8070 perfurado)
Tampa: Série JK
Sistema de parafusos | Tabuleiros: 80-1825, 80-1827, Fundo: Serie JN (fundo
perfurado) 132 4 30
canulados 6,5/7,3 mm | 80-2020 e
Tampa: Série JK
Fundo: 80-3684, 80-3919, 80- F|:|nd0: Série J,K (Fundo 132 4 30
Sistema de parafusos | 3921, 80-3934, 80-4001 sétampao)/ Série IN (fundo
canulados 4,0 mm Tampa: 80-3683, 80-3920, 80- perfurado)
3922, 80-3935, 80-4002 Tampa: Série JK 134 3 30
Tabuleiros: 80-0308, 80-0344, e
Sistema de placas da | 80-0345, 80-0525, 80-0346, 80- | Fundo: Serie JN (fundo
. . perfurado) 132 25 70
clavicula 0785(opcional), 80-0136 Tampa: Série JK
(opcional), 80-0347 (opcional) pa:
Sistema de placas da | Tabuleiros: 80-0308, 80-0346, Fundo: Série JK (Fundo 132 4 30
clavicula (com 80-0525, 80-3789, 80-3790, 80- | sétampao)/ Série IN (fundo
tabuleiros azuis 3791(opcional), 80-0136 perfurado)
atualizados) (opcional), 80-0347 (opcional) Tampa: Série JK 134 3 30
Fundo: NA Fundo: Série JK (Fundo 132 4 30
Sistema de placas do | Tampa: NA sotampao)/ Série IN (fundo
cotovelo Tabuleiros: 80-0675, 80-0676, perfurado)
80-0677, 80-0678, 80-0629 Tampa: Série JK 134 3 30
. Fundo: NA Fundo: Série JK (Fundo 132 4 30
Sistema de hastes do Tampa: NA sotampao)/ Série IJN (fundo
perdnio A ] perfurado)
Tabuleiros: 80-0117, 80-0116 Tampa: Série IK 134 3 30
Sistema de placas do | Tabuleiros: ROD-1001 Fundo: Série JN (fundo
antebrago (tabuleiros) perfurado) 132 4 30
Tampa: Série JK
. Fundo: 80-2521, 80-3946, 80- -
’ ' . 132 4 30
Slsgfgwaetign;?gego 3948, 80-4062, 80-4064 Fg?f(ljjcr)édi;ene IN (fundo
pantepbra 02 Tampa: 80-2522, 80-3947, 80- ‘FI)'am a: Série JK
© 3949, 80-4068 pa: 134 3 30
SolugOes para fratura | Tabuleiros: 80-1915, 80-1916, Fundo: Serie JN (fundo
perfurado) 132 4 30
do antebrago 80-1922 Cex:
Tampa: Série JK
Fundo: NA Fundo: Série JK (Fundo 132 4 30
Sistema de placas da | Tampa: NA sotampao)/ Série IN (fundo
mao Tabuleiros: 80-0346, 80-0347, perfurado)
80-1815, 80-1817 Tampa: Série JK 134 3 30
Fundo: NA Fundo: Série JK (Fundo 132 4 30
Sistema de parafusos | Tampa: NA sétampao)/ Série IN (fundo
grandes Acutrak 2 Tabuleiros: 80-0870, 80-0871, perfurado)
80-0876, 80-0877 Tampa: Série JK 134 3 30
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Nome do sistema

Referéncias da base da
caixa e tampa ou
tabuleiro/carrinho
auténomo
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Esterilizador a vapor com pré-vacuo

Referéncia Aesculap (utilize
recipientes de tamanho Temperatura Tempo de Tempo de
apropriado) de exposicdo exposicao secagem

Sistema modular de
extremidade inferior
com tabuleiros de
tornozelo e calcaneo
OU tabuleiros de
placas do antepé e
médiopé

Tabuleiros: 80-0427, 80-0428,
80-1501 (Caddy), 80-0744
(Opcional), 80-0434 (Opcional),
80-0590 (Opcional)

(°C) (minutos) (minutos)

Fundo: Série IN (fundo
perfurado) 132 4 30
Tampa: Série JK

Fundo: Série IN (fundo

Prato de placa do perfurado)
antebrago de eixo Tabuleiros: 80-0183 Tampa: Série JK 132 4 30
médio Aesculap Cestos perfurado:
Série JF
Sistema de placa do Fundo: Série JK (Fundo 132 4 30
antebrag'o _do eixo Tampa: 80-1914 sétampao)/ Série IN (fundo
médio Tabuleiros: 80-1915, 80-1916 | Perfurado)
Tampa: Série JK 134 3 30
Fundo: Série JK (Fundo 132 4 60
Sistema modular da . sotampao)/ Série IN (fundo
m3o Fundo e Tampa: PL-WF01 perfurado)
Tampa: Série JK 134 3 60
Conjunto 1 Tabuleiros: 80- Fundo: Série JK (Fundo 132 4 30
Solucio Polarus 3 1928, 80-1929, 80-1930 sétampao)/ Série IN (fundo
5 Conjunto 2 Tabuleiros: 80- perfurado)
1934, 80-1935, 80-1936 Tampa: Série JK 134 3 30

Fundo: Série IN (fundo

- perfurado)
Haste umeral Polarus -(I-Ta:tl:lz?gi?osé 24;-‘.;000 Tampa: Série JK 132 4 30
Y Aesculap Cestos perfurado:
Série JE
Fundo: Série JK (FUndO 132 4 30
Sistema de remocao | Fundo: 80-0587 sotampao)/ Série IN (fundo
de parafusos Acutrak | Tampa: 80-0588 perfurado)
Tampa: Série JK 134 3 30

Sistema de mandril de
pequena articulagdo

Fundo e Tampa: MTP-0500

Fundo: Série JN (fundo
perfurado) 132 4 30
Tampa: Série JK

Fundo: Série JK (Fundo
sotampao)/ Série IN (fundo
perfurado)

Tampa: Série JK

134 3 30

Conjunto base de
pequenos fragmentos

Fundo: 80-2383
Tampa: 80-2384/ 80-2683

Fundo: Série JK (Fundo 132 4 30
sotampao)/ Série IN (fundo
perfurado)

Tampa: Série JK 134 3 30

Sistema de placas de
fusdo total do punho

Tampa: 80-2123
Tabuleiros:80-0346, 80-1223

Fundo: Série JK (Fundo 132 4 30
sotampao)/ Série IN (fundo
perfurado)

Tampa: Série JK 134 3 30
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Placa de
encurtamento ulna

(Sistema de
osteotomia)

Fundo: 80-0512
Tampa: 80-0511

Fundo: Série JK (Fundo
sotampao)/ Série IN (fundo
perfurado)

Tampa: Série JK

132

134
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Glossario de simbolos

Simbolo Descricao

-F O reticulo é uma marca registada da Acumed. Pode aparecer de forma isolada ou com o0 nome Acumed.
@




@ Svenska — SV / PAGE 81

Kompletterande Information

Sterilisering I Aesculap® Styva Steriliseringsbehallare

SV Dessa anvisningar ar avsedda for kirurgen och ovrig stodjande sjukvardspersonal. SV-

anvisningar ar avsedda for anvandare i lander dar det talas svenska.

BESKRIVNING

Acumed-systemkonfigurationerna som listas nedan har validerats for sterilisering i de angivna Aesculap-
steriliseringsbehallarna.

ANVANDNARINFORMATION

Acumeds bruksanvisning for implantat- och instrumentsystem kan hittas genom artikelnumret pa
http://www.acumed.net/ifu. Dessa instruktioner inkluderar produktbeskrivningar, anvandarinformation,
indikationer, kontraindikationer, varningar, forsiktighetsatgarder, biverkningar, rengérings- och
forvaringsinstruktioner avsedda for kirurgen.

Ytterligare Aesculap-anvandarinstruktioner kan fas fran Aesculap. Dessa instruktioner kan hittas genom
Aesculap-artikelnumret pad http://www.aesculapusa.com/ och maste granskas innan anvandning av
Aesculaps sterila behallare. Artikelnumret finns i tabellen nedan.

STERILITET

e Osterila enheter har validerats med hjélp av de steriliseringsparametrar som listas nedan, i fullastade
brickor med alla delar korrekt placerade. Steriliseringen méste utforas i enlighet med de ytterligare
anvandarinstruktioner som tillhandahallits av Aesculap.

RENGORING

e Rengoring av Aescalups steriliseringsbehdllare maste utféras i enlighet med anvandarinstruktionerna
som tillhandahallits av Aesculap.

e Rengoringen av Acumed-produkterna ska utféras i enlighet med anvandarinstruktionerna som
tillhandahallits av Acumed genom produktdelnummer for delen eller systemet.

STERILISERING

e Dessa produkter ar osterila och maste steriliseras av sjukhuset innan anvandning. Osterila enheter har
validerats med hjalp av de steriliseringsparametrar som listas nedan, i fullastade brickor med alla delar
korrekt placerade. Steriliseringen maste utforas i enlighet med de ytterligare anvandarinstruktioner som
tillhandahallits av Aesculap.

o Utfor sterilisering med en autoklav for dynamiskt avlagsnande av luft (férvakuum).

- Angsterilisering med sjélvtryck rekommenderas inte.


http://www.acumed.net/ifu
http://www.aesculapusa.com/
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- Sterilisering for omedelbar anvandning (snabb) rekommenderas inte.
o Sakerstall att sterilisatorns maximala lastgrans inte dverskrids nar flera satser och enheter steriliseras.
e Stapla inte behéllare pd varandra eftersom det kan forhindra penetration av &nga och hdmma torkning.
¢ Se sterilisatortillverkarens anvisningar och sakerstall Iamplig installation, kalibrering, anvandning och
fortgdende underhall.
¢ De steriliserade foremalen bor tilldtas svalna till rumstemperatur innan hantering. Detta mojliggor saker
hantering och férebygger kondensering.
e FOlj riktlinjer for aktuell basta industripraxis, t.ex. ANSI/AAMI ST79:2017*.

* Association for the Advancement of Medical Instrumentation (AAMI) (Féreningen fér avancemang inom
medicinsk instrumentering). Omfattande guide for angsterilisering och steriliseringsgaranti i
sjukvardsanlaggningar (Comprehensive guide to steam sterilization and sterility assurance in health care
facilities). AAMI ST79:2017. Arlington, VA.

¢ Foljande tabell visar minimiparametrar som &r validerade* for att uppnd en nédvandig
sterilitetssakringsniva pd 10 for systemet.

Viktigt:

- Steriliseringsparametrar ar endast giltiga for enheter som har rengjorts enligt dessa anvisningar
och ar ordentligt torra.

- Steriliseringsparametrar ar endast giltiga nar enheterna ar korrekt placerade i forvaringslador fran
Acumed och Aesculap med delnummer som anges i tabellen.

- Se system-IFU fér mer information om rengdring, behandling och sterilisering av enheten.
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Valockerade konfigurationer och parametrar:

Systemnamn

Ladbotten och -lock eller
bricka/fristdende caddy-
delnummer

Aesculap delnummer
(anvand behdllare av
lamplig storlek)
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Angsteriliseringsparametrar for forvakuum

Exponeringste
mperatur

(°©)

Torktid
(minuter)

Exponeringstid
(minuter)

Botten: NA Botten: JK-serier (Massiv 132 4 30
Aculoc 2 Lock: NA botten)/ IN-serier (perforerad
Plateringssystem Brickor: 80-0347, 80-0346, botten)
80-0754, 80-0787, 80-0752 Lock: JK-serier 134 3 30
Botten: NA Botten: JK-serier (Massiv 132 4 30
Lock: NA botten)/ IN-serier (perforerad
Brickor: AT2-005, AT2-006, botten)
AT2-007, AT2-004, 80-1527 Lock: JK-serier 134 3 30
Acutrak 2 Skruvsystem
Botten: JK-serier (Massiv 132 4 30
Lock: 80-0809, 80-0812 botten)/ IN-serier (perforerad
Brickor: 80-0808, 80-0811 botten)
Lock: JK-serier 134 3 30
Botten: JK-serier (Massiv 132 4 30
Acutrak 2 Botten: 80-1527 botten)/ IN-serier (perforerad
Mikroextension Lock: 80-1534 botten) 134 3 30
Lock: JK-serier
Botten: JIN-serier (perforerad
Acutrak Fusion Botten och Lock: ATF-060 botten) 132 4 30
Lock: JK-serier
. . Botten: JN-serier (perforerad
System fOr anatomiskt | gy o1 TR-0004, TR-0005 botten) 132 25 70
radialt huvud . -
Lock: JK-serier
o~ . Botten: NA Botten: JK-serier (Massiv 132 4 30
an;?cfgir]slg(?rrgzl;alt Lock: NA botten)/ IN-serier (perforerad
huvud Brickor: 80-2002, 80-2003, botten)
80-0365, AT2-006 Lock: JK-serier 134 3 30
Botten: 80-3640/80-3692/80- . . 132 4 30
o . 3693 Botten: JK-serier (Massiv
Losningar for botten)/ IN-serier (perforerad
anatomiskt radialt Lock: 80-3641, 80-4068 p
huvud 2 ickor: botten) 134 3 30
Brickor: 80-4040, 80-4041, Lock: JK-serier
80-4042, 80-4043
Botten: JK-serier (Massiv 132 4 30
Ankelplateringssystem Botten: 80-2340 botten)/ IN-serier (perforerad
Lock: 80-2341 botten)
Lock: JK-serier 134 3 30
Botten: NA Botten: JK-serigr (Massiv 13 4 €0
Lock: NA botten)/ IN-serier (perforerad
Arc Wrist Tower Brickor: NA botte.n) )
.. o ) . Lock: JK-serier
Overfor brickans innehdll till Aesculap Perforated Basket: JF- 134 3 60
perforerade korgar. serier
Botten: JK-serier (Massiv 132 4 30
Biotrak resorberbar Botten: 80-0485 botten)/ IN-serier (perforerad
ndl/spik Lock: 80-0486 botten) 134 3 30
Lock: JK-serier
Botten: JK-serier (Massiv 132 4 30
Biotrak resorberbar Botten: 80-0517 botten)/ IN-serier (perforerad
skruv Lock: 80-0518 botten) 134 3 30
Lock: JK-serier
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Systemnamn

Bengraftssystem

Ladbotten och -lock eller
bricka/fristdende caddy-
delnummer

Botten: NA
Lock: NA

Overfor brickans innehall till
perforerade korgar.
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Angsteriliseringsparametrar for forvakuum

Aesculap delnummer
(anvénd behéllare av
lamplig storlek)

Exponeringste
mperatur

(°C)

Torktid
(minuter)

Exponeringstid
(minuter)

Botten: JIN-serier (perforerad
botten)

Lock: JK-serier 132 4 30
Aesculap Perforerade korgar:
JF-serier

Botten: BG-8070
Lock: BG-8070

Botten: JK-serier (Massiv
botten)/ IN-serier (perforerad
botten)

Lock: JK-serier

134 3 30

6,5/7,3 mm kanylerat
skruvsystem

Brickor: 80-1825, 80-1827,
80-2020

Botten: JN-serier (perforerad
botten) 132 4 30
Lock: JK-serier

Botten: 80-3684, 80-3919, 80- | Botten: JK-serier (Massiv 132 4 30
4,0 mm kanylerade 3921, 80-3934, 80-4001 botten)/ IN-serier (perforerad
skruvsystem Lock: 80-3683, 80-3920, 80- botten) )
3922, 80-3935, 80-4002 Lock: JK-serier 134 3 30
Brickor: 80-0308, 80-0344, Botten: JN-serier (perforerad
Nyckelbensplateringssy | 80-0345, 80-0525, 80-0346, bottenj P 132 25 70
stem 80-0785(valfritt), 80-0136 Lock: JK-serier
(valfritt), 80-0347 (valfritt) ’
Nyckelbensplateringssy | Brickor: 80-0308, 80-0346, Botten: JK-serier (Massiv 132 4 30
stem (med 80-0525, 80-3789, 80-3790, botten)/ IN-serier (perforerad
uppdaterade bl 80-3791(valfritt), 80-0136 botten)
brickor) (valfritt), 80-0347 (valfritt) Lock: JK-serier 134 3 30
Botten: NA Botten: JK-serier (Massiv 132 4 30
Armbégsplateringssyste | Lock: NA botten)/ IN-serier (perforerad
m Brickor: 80-0675, 80-0676, botten)
80-0677, 80-0678, 80-0629 Lock: JK-serier 134 3 30
. Botten: JK-serier (Massiv 132 4 30
Botten: NA -
Stdngsystem for fibula | Lock: NA Eggg:g/ IN-serier (perforerad
Brickor: 80-0117, 80-0116 134 3 30

Lock: JK-serier

Stdngsystem for

Brickor: ROD-1001 (brickor)

Botten: JN-serier (perforerad
botten) 132 4 30

underarm Lock: JK-serier
— Botten: 80-2521, 80-3946, 80- . INecari 132 4 30
ndzb:lr?q sgcrll( N 3948, 80-4062, 80-4064 EL:))Ettee::j JN-serier (perforerad
underarmsspi Lock: 80-2522, 80-3947, 80- : .
systemet Lock: JK-serier 134 3 30

3949, 80-4068

Lésningar for
underarmsfraktur

Brickor: 80-1915, 80-1916,
80-1922

Botten: JIN-serier (perforerad
botten) 132 4 30
Lock: JK-serier

Handplateringssystem

Botten: NA

Lock: NA

Brickor: 80-0346, 80-0347,
80-1815, 80-1817

Botten: JK-serier (Massiv 132 4 30
botten)/ IN-serier (perforerad
botten)

Lock: JK-serier

134 3 30

Stort Acutrak 2
skruvsystem

Botten: NA

Lock: NA

Brickor: 80-0870, 80-0871,
80-0876, 80-0877

Botten: JK-serier (Massiv 132 4 30
botten)/ IN-serier (perforerad
botten)

Lock: JK-serier

134 3 30
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Systemnamn

Moduldrsystem med
fotleds- och Calcaneal-
brickor OR framfots-
/mellanfotsplateringsbri
ckor

Ladbotten och -lock eller
bricka/fristdende caddy-
delnummer

Brickor: 80-0427, 80-0428,

80-1501 (Caddy), 80-0744

(Valfritt), 80-0434 (Valfritt),
80-0590 (Valfritt)
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Angsteriliseringsparametrar for forvakuum

Aesculap delnummer
(anvénd behéllare av
lamplig storlek)

Exponeringste
mperatur

(°C)

Torktid
(minuter)

Exponeringstid
(minuter)

Botten: JN-serier (perforerad
botten) 132 4 30
Lock: JK-serier

Mittaxel
underarmsplatta

Brickor: 80-0183

Botten: JIN-serier (perforerad
botten)

Lock: JK-serier 132 4 30
Aesculap Perforerade korgar:
JF-serier

Mellanaxel
underarmsplattesystem

Lock: 80-1914
Brickor: 80-1915, 80-1916

Botten: JK-serier (Massiv 132 4 30
botten)/ IN-serier (perforerad
botten)

Lock: JK-serier

134 3 30

Modulart handsystem

Botten och Lock: PL-WF01

Botten: JK-serier (Massiv 132 4 60
botten)/ IN-serier (perforerad
botten)

Lock: JK-serier 134 3 60

Polarus 3-lésning

Uppsattning 1 Brickor: 80-
1928, 80-1929, 80-1930
Uppsattning 2 Brickor: 80-
1934, 80-1935, 80-1936

Botten: JK-serier (Massiv 132 4 30
botten)/ IN-serier (perforerad
botten)

Lock: JK-serier 134 3 30

Polarus humerusstang

Brickor: MS-9000 (brickor)

Botten: JN-serier (perforerad
botten)

Lock: JK-serier 132 4 30
Aesculap Perforerade korgar:
JE-serier

Acutrak
skruvborttagningssyste
m

Botten: 80-0587
Lock: 80-0588

Botten: JK-serier (Massiv 132 4 30
botten)/ IN-serier (perforerad
botten)

Lock: JK-serier

134 3 30

Reamer-system for

Botten och Lock: MTP-0500

Botten: JN-serier (perforerad
botten) 132 4 30
Lock: JK-serier

sma leder Botten: JK-serier (Massiv
botten)/ IN-serier (perforerad 134 3 30
botten)
Lock: JK-serier
Botten: JK-serier (Massiv 132 4 30
Bassats for smé Botten: 80-2383 botten)/ IN-serier (perforerad
fragment Lock: 80-2384/ 80-2683 botte.n) . 134 3 30
Lock: JK-serier
Total Botten: JK-serier (Massiv 132 4 30
. - Lock: 80-2123 botten)/ IN-serier (perforerad
handledsfusionsplaterin | g\ -80-0346, 80-1223 botten)
gssystem - . 134 3 30
Lock: JK-serier
Férkortningsplatta for Botten: JK-serier (Massiv 132 4 30
ulna Botten: 80-0512 botten)/ IN-serier (perforerad
Lock: 80-0511 botten) 134 3 30

(Osteotomi-system)

Lock: JK-serier
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Symbollista

Symbol Beskrivning

_F Harkorssymbolen &r ett registrerat varumarke som tillhor Acumed. Symbolen kan visas ensam eller med namnet
N Acumed.
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Ek Bilgi
Aesculap® Rijit Sterilizasyon Konteynerlerinde Sterilizasyon

Bu Talimatlar Cerrahlarnn kullanimina ve Saglik Meslegi Mensuplarini desteklemeye

IRY  yoneliktir.
TR talimatlan, Tiirkce dili konusulan iilkelerdeki kullanicilara yoneliktir.

ACIKLAMA

Asadida listelenen Acumed sistem konfiglirasyonlari, belirtilen Aesculap sterilizasyon konteynerlerinde
sterilizasyon igin valide edilmistir.

KULLANIM BILGILERI

Implant ve enstriiman sistemleri icin Acumed Kullanim Talimatlari, par¢a numarasina gére
http://www.acumed.net/ifu adresinde bulunabilir. Bu talimatlar Griin agiklamalari, kullanim bilgileri,
endikasyonlar, kontrendikasyonlar, uyarilar, énlemler, yan etkiler, temizlik talimatlari ve ameliyati yapan
cerrahin dikkatine saklama talimatlarini igerir.

Ek Aesculap Kullanim Talimatlari, Aesculap tarafindan temin edilir. Bu talimatlar, Aesculap O§e Numarasina
gore http://www.aesculapusa.com/ adresinde bulunabilir ve Aesculap steril konteynerleri kullaniimadan 6nce
incelenmelidir. Oge Numaralari asagidaki tabloda verilmistir.

STERILITE

¢ Steril olmayan cihazlar, tim parcalari uygun sekilde yerlestiriimis tamamen dolu olan tepsilerde asagida
listelenen sterilizasyon parametreleri kullanilarak valide edilmistir. Sterilizasyon, Aesculap tarafindan
temin edilen ek Kullanim Talimatlarina uygun olarak tamamlanmalidir.

TEMIZLEME

o Aesculap sterilizasyon konteynerlerinin temizligi, Aesculap tarafindan temin edilen Kullanim Talimatlarina
gore tamamlanmalidir.

e Acumed Urlinlerinin temizligi, Grtinin parga numarasiyla Acumed tarafindan saglanan parca veya
sistemin Kullanim Talimatlarina uygun olarak tamamlanmaldir.

STERILIiZASYON

e Bu Urinler steril degildir ve kullanim 6ncesinde hastane tarafindan sterilize edilmelidir. Steril olmayan
cihazlar, tiim pargalari uygun sekilde yerlestirilmis tamamen dolu olan tepsilerde asagida listelenen
sterilizasyon parametreleri kullanilarak valide edilmistir. Sterilizasyon, Aesculap tarafindan temin edilen
ek Kullanim Talimatlarina uygun olarak tamamlanmalidir.

e Dinamik hava gikarma (6n vakum) otoklav teknidi ile sterilizasyon islemini gerceklestirin.


http://www.acumed.net/ifu
http://www.aesculapusa.com/
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- Yergekimi replasman sterilizasyonu tavsiye edilmez.
- Hizh (flash) sterilizasyon tavsiye edilmez.
e Birden fazla seti veya cihaz sterilize ederken sterilizatériin maksimum yik sinirinin agiimadigindan emin
olun.
o Konteynerleri Ust Uste yigmayin; bu, buharin niifuz etmesini ve kurumayi engelleyebilir.
e Sterilizator Ureticisinin talimatlarina bakin ve dogru kurulum, kalibrasyon, kullanim ve siirekli bakim
uygulandigindan emin olun.
e Sterilize edilen 6geler, kullanim éncesinde oda sicakligina sogutulmalidir. Bu da giivenli kullanimi ve
yogunlasmanin énlenmesini sadlar.
e ANSI/AAMI ST79:2017* gibi mevcut durumda endustrinin en iyi uygulama kilavuzlarini takip edin.

* Association for the Advancement of Medical Instrumentation (AAMI) (Tibbi Cihazlari Geligtirme Birligi).
Saglik tesislerinde buharla sterilizasyon ve sterillik glivencesi igin kapsamli kilavuz (Comprehensive guide to
steam sterilization and sterility assurance in health care facilities.) AAMI ST79:2017. Arlington, VA.

o Asagidaki tabloda, sistem igin gerekli Sterilite Glivence Diizeyi (SAL) olan 10 diizeyine erismek icin
dogrulanan* minimum parametreler gosterilmektedir.

Onemli:

- Sterilizasyon parametreleri, yalnizca bu talimatlara uygun sekilde temizlenen ve tamamen kuruyan
cihazlar icin gegerlidir.

- Sterilizasyon parametreleri, yalnizca tabloda belirtilen Acumed ve Aesculap saklama muhafazasi
parca numaralarinda uygun sekilde saklanan cihazlar icin gecerlidir.

- Cihaz temizligi, isleme ve sterilizasyon yontemleri hakkinda detayh bilgi icin sistemin Kullanim
Talimatlarina bakin.
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Vakapake edilen Konfigiirasyonlar ve Parametreler:

Sistem Adi

Kutu Tabani ve Kapagi veya

Tepsi/Bagimsiz raf parca

Aesculap Parca Numarasi
(Uygun boyutlu
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On Vakum Buhar Sterilizatorii

Ekspoziir

numaralan konteynerler kullanin) Ll Siiresi RUtig
s Lo .
Sicakligi (°C) (dakika) Siiresi (dakika)
Alt: NA : isi (Masi 132 4 30
Aculoc 2 Kaplama Kapak: NA Q(Iatns::K(j:I::(sI: (al;/lt)a sif alt)/ IN
Sistemi Tepsiler: 80-0347, 80-0346, 80- Kapak: IK serisi
0754, 80-0787, 80-0752 pak 134 3 30
Alt: NA Alt: K serisi (Masif alt)/ IN 132 4 30
Kapak: NA serisi (delikli alt)
Tepsiler: AT2-005, AT2-006, Kapak: JK serisi
AT2-007, AT2-004, 80-1527 pax: 134 3 30
Acutrak 2 Vida Sistemi
. isi i 132 4 30
Kapak: 80-0809, 80-0812 é\(':nsjl'ij;::fl'l (a';"t)as'f alt/ N
Tepsiler: 80-0808, 80-0811 N L
Kapak: JK serisi 134 3 30
. isi i 132 4 30
Acutrak 2 Alt: 80-1527 i\étr'i ;'ij:lrlfl'l g'}"t;“s'f alt)/ N
Mikroekstansiyon Kapak: 80-1534 N L
Kapak: JK serisi 134 3 30
Acutrak Fusion Alt ve Kapak: ATF-060 Alt: IN serisi (delikli alt) 132 4 30
Kapak: JK serisi
Anatomik Radius Bas! Tepsiler: TR-0004, TR-0005 Alt: Jl.\l serisi (delikli alt) 132 25 70
Sistemi Kapak: JK serisi
Alt: NA . Pos . 132 4 30
Anatomik Radius Basi | Kapak: NA é(letnleK(j:Irl:(si: g\lﬂ? sif alt)/ IN
Coziimleri Tepsiler: 80-2002, 80-2003, 80- Kapak: JK serisi
0365, AT2-006 pale 134 3 30
Alt: 80-3640/80-3692/80-3693 . . 132 4 30
Anatomik Radius Bagi | Kapak: 80-3641, 80-4068 Alt: J¢ seris (Masif alt)/ N
Cozimleri 2 Tepsiler: 80-4040, 80-4041, 80- sKe”s'k( JeK' )
. ' ' apak: JK serisi
4042, 80-4043 P 134 3 30
. isi i 132 4 30
Ayak Biledi Kaplama | Alt: 80-2340 Alt'. J.K seris! (Masif alt)/ JN
; ) . serisi (delikli alt)
Sistemi 3 Kapak: 80-2341 ' L
Kapak: JK serisi 134 3 30
Alt: NA Alt: JK serisi (Masif alt)/ IN
Kapa.k: NA serisi (delikli alt) 132 4 60
Arc El Bilegi Kulesi | Tepsiler: NA Kapak: JK serisi
Tepsi igerigini delikli sepetlere Aesculap Perforated Basket: JF 134 3 60
aktarin. serisi
. isi i 132 4 30
Biotrak Yeniden | Alt: 80-0485 A et st 2t N
Sogurucu Pim/Civi Kapak: 80-0486 Kapak: JK serisi 134 3 30
. isi i 132 4 30
Biotrak Yeniden | Alt: 80-0517 A et st 2t N
Sogdurucu Vida Kapak: 80-0518 N L
Kapak: JK serisi 134 3 30
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Kutu Tabani ve Kapagi veya

Aesculap Parca Numarasi
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On Vakum Buhar Sterilizatorii

Sistem Adi Tepsi/Bagimsiz raf parca (Uygun boyutlu Ekspoziir Ekspoziir Kurutma
numaralan konteynerler kullanin) Sicakligi (°C) (::I:ie:;) siiresi (dakika)
Alt: NA
. Alt: IN serisi (delikli alt)
Kapak: NA Kapak: JK serisi 132 4 30
Tepsi igerigini delikli sepetlere Aesculap Delikli sepet: JF serisi
aktarin.
Kemik Grefti Sistemi
Alt: BG-8070 Alt: JK serisi (Masif alt)/ IN
serisi (delikli alt) 134 3 30
Kapak: BG-8070 Kapak: JK serisi
6,5/7,3 mm Kaniilli Tepsiler: 80-1825, 80-1827, 80- | Alt: IN serisi (delikli alt) 132 4 30
Vida Sistemi 2020 Kapak: JK serisi
Alt: 80-3684, 80-3919, 80- 132 4 30
4,0 mm Kandillii Vida | 3921, 80-3934, 80-4001 Alt: IN serisi (delikli alt)
sistemi Kapak: 80-3683, 80-3920, 80- Kapak: JK serisi
3922, 80-3935, 80-4002 134 3 30
Tepsiler: 80-0308, 80-0344, 80-
) 0345, 80-0525, 80-0346, 80- . . -
K'a"'ks‘ji'sat:nif"ama 0785(opsiyonel), 80-0136 ﬁg ;Ej ﬁi”ssér(igf“k“ alt) 132 25 70
(opsiyonel), 80-0347 pak:
(opsiyonel)
Tepsiler: 80-0308, 80-0346, 80- 132 4 30
Klavikula Kaplama 0525, 80-3789, 80-3790, 80- Alt: JK serisi (Masif alt)/ JN
Sistemi (glincellenmis | 3791(opsiyonel), 80-0136 serisi (delikli alt)
mavi tepsilerle) (opsiyonel), 80-0347 Kapak: JK serisi 134 3 30
(opsiyonel)
Alt: NA . . . 132 4 30
Dirsek Kaplama Kapak: NA ’;-\(IetnleK(dS:Irl:j: g}g‘sw alt)/ N
Sistemi Tepsiler: 80-0675, 80-0676, 80- Kapak: IK serisi
0677, 80-0678, 80-0629 pal 134 3 30
Alt: NA Alt: JK serisi (Masif alt)/ IN 132 4 30
Fibula Cubuk Sistemi | Kapak: NA serisi (delikli alt)
Tepsiler: 80-0117, 80-0116 Kapak: JK serisi 134 3 30
- . . _ . . Alt: IN serisi (delikli alt)
On Kol Cubuk Sistemi | Tepsiler: ROD-1001 (tensiler) Kapak: JK serisi 132 4 30
) Alt: 80-2521, 80-3946, 80- 132 4 30
Fibula ve On Kol Civisi | 3948, 80-4062, 80-4064 Alt: IN serisi (delikli alt)
2 Sistemi Kapak: 80-2522, 80-3947, 80- Kapak: JK serisi
3949, 80-4068 134 3 30
On Kol Fraktiirii Tepsiler: 80-1915, 80-1916, 80- | Alt: N serisi (delikli alt) 132 4 30
Coziimleri 1922 Kapak: JK serisi
Alt: NA Alt: K serisi (Masif alt)/ IN 132 4 30
El Kaplama Sistemi Kapak: NA serisi (delikli alt)
P Tepsiler: 80-0346, 80-0347, 80- | o> 1 2
1815, 80-1817 pak: 134 3 30
Alt: NA . isi (Masi 132 4 30
Bilyiik Boy Acutrak 2 | Kapak: NA At S::K((.‘T:l::(slll g}g’s'f alt)/ N
Vida Sistemi Tepsiler: 80-0870, 80-0871, 80- Kapak: JK serisi
0876, 80-0877 palc 134 3 30
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Kutu Tabani ve Kapagi veya

Aesculap Parca Numarasi
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On Vakum Buhar Sterilizatorii

Sistem Adi Tepsi/Bagimsiz raf parca (Uygun boyutlu Ekspoziir Ekspoziir Kurutma
numaralan konteynerler kullanin) v o Siiresi P N
Sicakligi (°C) (dakika) Siiresi (dakika)
Ayak Bilegi ve Topuk | .10 800427, 80-0428, 80-
Kemigi tepsileri VEYA 1501 (Caddy), 80-0744
On Ayak Orta Ayak | (o C onel)yéo-o 134 Alt: IN serisi (delikli alt) 132 4 30
Kaplama Tepsileri ile psly ! Kapak: JK serisi
. (Opsiyonel), 80-0590
Modiiler Alt (Opsiyonel)
Ekstremite Sistemi psly
" Alt: N serisi (delikli alt)
O”P';°k'aoTrza g:'m Tepsiler: 80-0183 Kapak: JK serisi 132 4 30
P Aesculap Delikli sepet: JF serisi
Orta Saft Onkol Plaka Kapak: 80-1914 Alt: K serisi (Masif alt)/ IN 132 4 30
Sistemi _ serisi (delikli alt)
Tepsiler: 80-1915, 80-1916 Kapak: JK serisi 134 3 30
Alt: JK serisi (Masif alt)/ IN 132 4 60
Modiiler EI Sistemi Alt ve Kapak: PL-WF01 serisi (delikli alt)
Kapak: JK serisi 134 3 60
P 183‘?{’95;'8“ 80-1928, 80- | Ayt K serisi (Masif alt)/ IN 132 4 30
Polarus 3 Cozimu ! - serisi (delikli alt)
Grup 2 Tepsiler: 80-1934, 80- Kapak: JK serisi
1935, 80-1936 : 134 3 30
Polarus Humeral Alt: IN serisi (delikli alt)
Cubuk Tepsiler: MS-9000 (Tepsiler) Kapak: JK serisi 132 4 30
Aesculap Delikli sepet: JE serisi
. isi i 132 4 30
Acutrak Vida Cikarma | Alt: 80-0587 é(letnleK(j:Irl:(si: g\lﬂ? sif alt)/ IN
Sistemi Kapak: 80-0588 Kapak: JK serisi 134 3 30
Alt: IN serisi (delikli alt)
Kapak: JK serisi 132 4 30
K‘é%”ﬁ:%‘l'sf:r':“ Alt ve Kapak: MTP-0500
Y Alt: IK serisi (Masif alt)/ IN
serisi (delikli alt) 134 3 30
Kapak: JK serisi
. isi i 132 4 30
Kiiciik Boy Parcack | Alt: 80-2383 ?étr'i SJI'ESE{ILSI'I g}t?s'f alt)/ N
Tabani Seti Kapak: 80-2384/ 80-2683 Kapak: JK serisi 134 3 30
. i ; 132 4 30
Total El Bilegji Fusion | Kapak: 80-2123 ’s*('atr'i leK(dS:I::(Slll gﬂ;‘s'f alt)/ N
Kaplama Sistemi Tepsiler:80-0346, 80-1223 Kapak: JK serisi 134 3 30
. isi i 132 4 30
Ulna Kisaltma Plakasi | Alt: 80-0512 ?(!:E’ISJIK(dS:II;:(SIII g}t?s'f alt)/ N
(Osteotomi Sistemi) Kapak: 80-0511 Kapak: JK serisi 134 3 30
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Semboller Sozliigii

Sembol Acgiklama

-F Reticle, Acumed'in tescilli bir ticari markasidir. Tek basina veya Acumed adi ile birlikte gorulebilir.
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