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Supplemental Information

Sterilization In Aesculap® Rigid Sterilization Containers

These instructions are intended for the Operating Surgeon and supporting Healthcare

us Professionals. The US instructions are intended for users in the United States andits Rx only
territories.

DESCRIPTION

2
The Acumed system configurations listed below have been validated for sterilization in th&\% Aesculap
sterilization containers. @
Q Q‘
tems can be fo pert numbemat
http://www.acumed.net/ifu. These instructions inclu t description ation for use, ons,
contraindications, warnings, precautions, advégse effe Cleaningin , and storagé&l onsforthe
personal attention of the operating surgeon {e
Additional Aesculap Instructions for Use ided by Aes These instructi found by
Aesculap ltem Number at http://wwaes a.com and beteviewed pri of Aesculap sterile

containers. ltem Numbers can be the table below.

STERILITY @ C) a\
e Nonsterile de @ e Deenvalidated u the steriliz eters listed below, in fully-loaded
plad

trays with all pa ed appropriatély. Sterilization tBE€ completed in adherence to the additional

Instructions for Use provided b ap. 6

INFORMATION FOR USE

Acumed Instructions for Use forimplant and instru

CLEANING

e (leaning of Aesculap ization contain&uld be completed in adherence to the Instructions for
Use provided by Ae p.

e (leaning i cumed prod%@e completed in adherence to the part or system Instructions
r

forUse % d AcumeKo t part number.
2

STERILIZ Q
e These products are -Sterile, and must be sterilized by the hospital prior to use. Nonsterile devices have

been validated using thie sterilization parameters listed below, in fully-loaded trays with all parts placed
appropriately. Sterilization must be completedin adherenceto 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 sterilizers 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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e Do not stack containers as this might prevent the penetration of steam and inhibit drying.
e Referto 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*.

sterilization and sterility assurance in health care facilities. AAMI ST79:2017. Arlington, VA.
L 2

* Association forthe Advancement of Medical Instrumentation (AAMI). Comprehensive guide to steamQ
e The following table shows the minimum parameters validated* to achieve a required K’ty\s rance

Level (SAL) of 10-6 for the system.

are thoroughly dry.

Important: @
- Sterilization parameters are only valid fordev& eenclea se instructien
- Sterilization parameters are only valid w deviCes are prop hogs din th%cn
Aesculap storage case part numbers ideRified i e table. \
- Please referto the system IFU for more det n device cl mpfocessing, jzation
methods.

<
O R
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Validated Configurations and Parameters:

Pre-vacuum Autoclave

Case Base and Lid or Aesculap Part Number
System Name Tray/Standalone caddy part (Use Apprqprlate size Exposlire Exposiremime Dry Time
numbers containers) o ) 9
Temperature (°C) (minutes) (minutes)
Case Base:NA
) - Bottom: JK series (Solid Bottom)/ 132 4 30
Aculoc 2 Plating Case Lid:NA JN series (perforated Bottom)
System Trays: 80-0347, 80-0346, 80- Lid: JKSEI’IZS
0754, 80-0787, 80-0752 ' 134 3 30
Case B_aée: NA Bottom: JK series (Solid Bottom)/ 132 4‘ 30
Case Lid: NA JN series (perforated Bottom) -
Trays: AT2-005, AT2-006, AT2- | [ JKseripes
007, AT2-004, 80-1527 : 134 30
Acutrak 2 Screw
systen 132 30
Case Lid: 80-0809, 80-0812 Sotom: f series bl 4
Trays: 80-0808, 80-0811 N P
Lid: JK series 134 3 30 V'S
30
Acutrak 2 Case Base: 80-1527
Microextension Case Lid: 80-1534 20
Acutrak Fusion Case Base and Lid: ATF-060 30
A”atoms'c Staedr:]a' Head | 1 1ys: TR-0004, TR-08 fttom) 70
Y Lid: JK series
Case Base: Bottom: JK{§eries{Solid Bottom)/ 132 4 30
Anatomic Radial Head | Case Lid: N2 L
) JNse p d Bottom) -
Solutions -
Lid: 134 3 30
132 4 30
Anatomic Radial Head : tto%:JK series (Soli tt
na Osm'lc t_a '82 €ad | Case Lid: 80-3641, 80-406 series (perforatg@Bott
olutions
. Trays: 80-4040, 80-4041, 3@- Lid: JK series 134 3 30
4042, 80-4043
. Bottom olid Bottom)/ 132 4 30
. Case Base: 8 .
Ankle Plating System 3 L JN series orated Bottom)
Case Lid: f
series 134 3 30
A.JK series (Solid Bottom)/ 132 4 60
series (perforated Bottom)
Arc Wrist Tower Lfd: JK series
i Aesculap Perforated Basket: JF
rafsfertray contents into o p 134 3 60
orated basket eres
) Bottom: JK series (Solid Bottom)/ 132 4 30
Biotrak Res .
Pin/Nail JN series (perforated Bottom)
Lid: JK series 134 3 30
) Bottom: JK series (Solid Bottom)/ 132 4 30
Biotrak Resorbable Case Base: 80-0517 )
Screw Case Lid: 80-0518 JN series (perforated Bottom)
’ Lid: JK series 134 3 30
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System Name

Case Base and Lid or
Tray/Standalone caddy part
numbers

Aesculap Part Number

(Use Appropriate size
containers)

Exposure
Temperature (°C)

U.S. English —US/PAGE 5

Pre-vacuum Autoclave

Exposure Time
(minutes)

Dry Time
(minutes)

Case Base:NA

Bottom: JN series (perforated
Bottom)

1815, 80-1817

Case Lid:NA Lid: JK series 132 4 30
Transfertray contents into Aesculap Perforated Tray
perforated baskets. Basket: JF Series
Bone Graft System
Case Base: BG-8070 Bottom: JK series (Solid Bottom)/ ®
JN series (perforated Bottom) 134 30
Case Lid: BG-8070 Lidk IK series \
Bottom: JN series (perf ed
6.5/7.3mm Cannulated | Trays: 80-1825,80-1827, 80- ®
Screw System 2020 Bottom) 132 4 30
Y Lid: JK series
Case Base: 80-3684, 80-3919, 3
4.0mm Cannulated 80-3921, 80-3934, 80-4001
Screw system Case Lid: 80-3683, 80-3920, 30
80-3922,80-3935, 80-4002
Trays: 80-0308, 80-0344, 80-
Clavicle Plating 0345, 80-0525,80-0346, 80- 70
System 0785(optional), 80-0136
(optional), 80-0347 (optional)
Clavicle Plating 30
System (with updated
blue trays) 30
30
Elbow Plating System
id: 30
g
Case Base:NA Bottom: JK seriesfSoli t 30
Fibula Rod System Case Lid:NA JN series (perf ottom)
Trays: 80-0117, 80-011 Lid: JK seri 134 3 30
Bottom: (perforated
Forearm Rod System Trays: ROR:10 Bottom) 132 4 30
series
. Se: 80-2521, 80-3Q86 . IN series (perforated
Fibula and Forearm ttom) 132 4 30
Nail 2 Base Set id: 80-2522, 80- , - )
' Lid: JK series
) Case Base:80-2g 80-3946, Bottom: JN series (perforated
Fibula 80-3948 Bottom) 134 3 30
Nail 2 Bas Case lgd: 947, 80- Lid: JK series
3949 '
Forearm Fracture Bottom: JN series (perforated
) Trays: 80-1915, 80-1916, 80-1922 Bottom) 132 4 30
Solutions ) .
Lid: JK series
Case B}ase: NA Bottom: JK series (Solid Bottom)/ 132 4 30
Hand Plating System Case Lid:NA JN series (perforated Bottom)
92y Trays: 80-0346, 80-0347, 80- . p
Lid: JK series 134 3 30
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Case Base and Lid or
Tray/Standalone caddy part

System Name

Aesculap Part Number
(Use Appropriate size
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Pre-vacuum Autoclave

Basket: JF Seri

number oA e Exposure Exposure Time Dry Time
UMDErs containers Temperature (°C) (minutes) (minutes)
Case Base:NA
L Bottom: JK series (Solid Bottom)/ 132 4 30
Large Acutrak 2 Screw | Case Lid: NA IN series (perforated Bottom)
System Trays: 80-0870, 80-0871, 80- Lid: JK serl%s
0876, 80-0877 ' 134 3 30
Lower Extremity oL : .
Modular System with Trays: 80-0427, 80-0428, 8.0 Bottom: JN series (perforated
1501 (Caddy), 80-0744 (Optional),
Ankle and Calcaneal ) Bottom) 132 A’ 30
80-0434 (Optional), 80-0590 . )
trays OR Forefoot (Optional) Lid: JK series
Midfoot Plating Trays
Bottom: JN series (perfor;
Midshaft F m Bottom)
\ashaft rorear Trays: 80-0183 Lid: JK series 132 4 30
Plate Platter
Aesculap Perforat ra P

Modular Hand System | Case Base and Lid: PL-WFO1
Set1Trays: 80-1928,80-1929,
80-1930
Pol 3 Soluti
olars S SOIHON 1 g0t 2 Trays: 80-1934, 80-1935
80-1936
Bottom)
Polarus Humeral Rod Trays: MS-90Q, Xe] Lid: JK serj
Aescula foratéd Tray
Bas
i i 132 4 30
Acutrak Screw Botto | eries (Solid Bo
R | Syst sefies (perforated o
emoval System - JK series 134 3 30
Bottom: JN serie ted
Bottom) 132 4 30
) Lid: J
Small JointR
me SOIT eamer Case Base and Li 00
ystem Bottom: J Solid Bottom)/
JNseries (p rated Bottom) 134 3 30
series
* xa 132 4 30
Small Fragment Base | C 38 Ba8e?80-2383 ser:éif Seer;frzt(ig'go?g;f)my
eWd: 80-2384/ 8083 ~ p
Lid: JK series 134 3 30
. ; i 132 4 30
Case Lid: 80- Bottom.JK series (Solid Bottom)/
. JN series (perforated Bottom)
Trays [ - j
Lid: JK series 134 3 30
Ulna Shortening Plate | case Base: 80-0512 Bottom: JK series (Solid Bottom)/ 132 4 30
o JN series (perforated Bottom)
(Osteotomy System) | Case Lid:80-0511 Lid: JK series 134 3 30
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Supplerende Oplysninger

Sterilisering i stive Aesculap® steriliseringsbeholdere

DA Denne vejledning henvender sig tilden opererende kirurg og assisterende sundhedspersonale.

DA-anvisningerne er beregnettil brugere i Danmark.

< '
BESKRIVELSE \
De Acumed-systemkonfigurationer, der er anfert nedenfor, er bleyet valideret med henbl&en seringide
specificerede Aesculap-steriliseringsbeholdere. @

BRUGSANVISNING

Acumed-brugervejledninger for implantat- og instr 3 baggrund af éeln ret pa
http://www.acumed.net/ifu. Disse vejledninger inde

gsanvisningemi tioner,
kontraindikationer, advarsler, forholdsregler, Bivirkning@frengerings ger og opbevari tingelser,
som kirurgen skal gere sig fortrolig med. K
Yderligere Aesculap—brugervejle s af Aescula e vejledninger &@ws pa baggrund af
g

Aesculap-varenummeret pa http: culapusa.co skal gennem rud for brugen af
Aesculap-steriliseringsbeho mrene kan ellen her er..

*

stemer kan ﬂnd S

STERILITET

o |kke-sterilt udstyr t valideret
bakker med alle dele anbragt ko
brugervejledning, der leveres

rugaf de ster@rametre, der eranfert nedenfor, i fulde

mferes i henhold til den yderligere

>
o
5
Q
®
=

RENGQORING

e Rengering afA —steriliser' @e skal gennemfares i henhold til den brugervejledning, der

Ieveres af
e Reng | C med produkter ennemferes i henhold til den brugervejledningtil delen elle
syste everes af med i henhold til produktens delnummer.

STERILISERING @

e Disse produkter erikke-sterile og skal steriliseres pa hospitalet for brug. Ikke-sterilt udstyr er blevet
valideret ved brug af de steriliseringsparametre, der er anfort nedenfor, i fulde bakker med alle dele
anbragt korrekt. Steriliseringen skal gennemferes i henhold til den yderligere brugervejledning, der leveres
af Aesculap.

e Udfor sterilisering ved hjeelp af en autoklave med dynamisk fjernelse af luft (preevakuum).

- 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 Sorg for, at sterilisatorens maksimale belastningsgraense ikke overskrides ved sterilisering af flere saet eller
anordninger.

e Stablikke beholdere, da det kan forhindre indtreengen af damp og heemme tarring.

e Se sterilisatorproducentens anvisninger, og serg for korrekt installation, kalibrering, brug og lebende
vedligeholdelse.

e Det steriliserede udstyr skal kale af til stuetemperatur, inden det berares. Dette muligger sikker handtering
og forebygger kondensering.

e Folg branchens nuveerende retningslinjer for bedste fremgangsmade, sdsom ANSI/AAMI ST 9:%

|

* Association forthe Advancement of Medical Instrumentation (AAMI) (Foreningen for fremme &f
udstyr). Omfattende vejledning til dampsterilisering og sterilitetssikring pd behandlingssted
guide to steam sterilization and sterility assurance in health care facilities). AAMI ST79: 2

sterilitetssikringsniveau pa 106 for systemet.

Vigtigt:
- Steriliseringsparametre gaelderkun foran er, derer |henho e

anvisninger og er helt terre.

e | folgende tabel vises de validerede® minimumspara e, vesforat raevet Q

- Sterilisationsparametrene erk ranordmn evares korr ed 0g
Aesculap-opbevaringskufferté elnumre, d ivet | tabelle

- Derhenvises til systeme u dning forn plysnlnger t ertil rengering,
behandling og sterilisering styret. 6

e
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Systemets navn

Validerede konfigurationer og parametre:

Delnumre pa kuffertens bund og
1&g eller bakken/enkeltstdende

Aesculap-delnummer (brug
beholdere af passende
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Parametre for dampsterilisatoren med praevakuum

caddier storrelse) Eksponerm%stem Ekspgnerlngstld T orretid (minutter)
p eratur (°C) (minutter)
ﬁgs?;\:\AA Bund: JK-serien (Fast Bund)/ JN- 132 4 30
Aculoc 2-pladesystem Baiker: 80-0347 80-0346. 80- serien (Perforeret Bund)
0754, 80-0787, 80-0752 Lag: JK-serien 134 3 30
Eéa;?;\],iA Bund: JK-serien (Fast Bund)/ JN- 132 4‘ 30
Bakker: AT2-005, AT2-006 serien (Perforeret Bund) N
AT2-007, AT2-004, 80-1527 Lag: JK-serien 134 30
Acutrak 2-skruesystem
Lsg: 80-0809, 80-0812 Bund: JK-serien (Fast Buay/ J 132 30
Bak.ker 80—08’08 80-081 serien (Perforeret Bun
' ’ Lag: JK-serien 134 3 300
30
Acutrak 2- Base: 80-1527
mikroekstension Lag: 80-1534 20
Acutrak Fusion Base og Lag: ATF-060 30
System med Bakker: TR-0004, TR, 70
anatomisk radialhoved
Losninger med Egg?l:\l’iA Bund: JK-sérien (Fast Bund)/ JN- 132 4 30
anatomisk radialhoved Bakker: 80-2 03, 80- pund) _
036548 134 3 30
Basé 80-3692/80- 132 4 30
Losninger med 3§93 ndgK—serien (Fast /
anatomisk radialhoved | Lag: 80-3641, 80-4068 ien (Perforeret )
2 Bakker: 80-4040, 80-4041380~ Lag: JK-serien 134 3 30
4042, 80-4043
132 4 30
Ankelpladesystem3 | Ba5€:80-23
pladesy Lag: 80-2341
134 3 30
. ‘ K-serien (Fast Bund)/ JN- 132 4 60
rien (Perforeret Bund)
Arc Térninstrugent : Lag: JK-serien
ing bakkens indhold i Aesculap Perforeret Basket: JF-
) 134 3 60
serien
Biotrak res K Bund: JK-serien (Fast Bund)/ JN- 132 4 30
stift/som serien (Perforeret Bund)
Lag: JK-serien 134 3 30
Biotrak resorberbar Base: 80-0517 Bund: JK-serien (Fast Bund)/ JN- 132 4 o
skiue Laa: é0—0518 serien (Perforeret Bund)
9 Lag: JK-serien 134 3 30
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Delnumre pd kuffertens bund og

Systemets navn

1&g eller bakken/enkeltstdende
caddier

Aesculap-delnummer (brug |
beholdere af passende
storrelse)
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Parametre for dampsterilisatoren med praevakuum

Eksponeringstem
peratur (°C)

Eksponeringstid
(minutter)

T orretid (minutter)

Base: NA Bund: JN-serien (Perforeret
o Bund)
Lag: NA Lag: JK-serien 132 4 30
Knogletransplantatsyst Anbring bakkens indhold i Aesculap perforerede kurve : JF-
om perforerede kurve. serien
Base: BG-8070 Bund: JK-serien (Fast Bund)/ JN-
. serien (Perforeret Bund) 134 % 30
Lag: BG-8070 Lag: JK-serien
6.5/7.3 mm kanyleret | Bakker: 80-1825,80-1827,80- | Bund: JN-serien Perforeret
Bund) 132 30
skruesystem 2020 o . .
Lag: JK-serien
. . 132
4,0 mm kanyleret Base:80-3684 SBS::}]J(PK:;C:KZ ‘B B/ 4 Q
skruesystem Lag: 80-3683
4

Bakker: 80-0308, 80-0344, 80-
0345, 80-0525, 80-0346, 80-

Clavicula-pladesystem | o265 aigfrit), 80-0136 (valgfrit) 70
80-0347 (valgfrit)
Bakker: 80-0308, 80-03
Clavicula-pladesystem i oy 30
(med opdaterede bla 0525,80-3789, 80-3 erien (Perforeret Bu
bakker) Lag: JK-serien 30
Bund t Bund) JN- 4 30
Albuepladesystem serig greret Bund)
Lag: : 134 3 30
A i 132 4 30
: nd: JK-serien (Fast /
Fibula-stavsystem Lag: NA ien (Perforeret
Bakker: 80-0117, 80-0116 Lag: JK-serien 134 3 30
Stavsystem til Bund:@N- oreret
Y Bakker: ROD-100 Bund) 132 4 30
underarmen . .
Lag: JK-se
Lesningerti N-serien (Perforeret
underarmsfrakturer d) ) 132 4 30
-serien
Bund: JK-serien (Fast Bund)/ JN- 132 4 30
serien (Perforeret Bund)
Lag: JK-serien 134 3 30
- JK-seri R 132 4 30
e S
skruesystem Bakker: 0 80-0871,80- Laa: JK-serien
0876, 80-08%7 o 134 3 30
Modulopbygget
system tilbenog fod Bakker: 80-0427, 80-0428, 80- . .
: Bund: JN-serien (Perforeret
med ankel- og 1501 (Caddy), 80-0744 (Valgfrit), Bund) 132 4 30

heelbakker ELLER
pladebakker til for- og
mellemfoden

80-0434 (Valgfrit), 80-0590
(Valgfrit)

Lag: JK-serien
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Systemets navn

Delnumre pd kuffertens bund og
1&g eller bakken/enkeltstdende
caddier

Aesculap-delnummer (brug |
beholdere af passende
storrelse)
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Parametre for dampsterilisatoren med praevakuum

Eksponeringstem
peratur (°C)

Eksponeringstid
(minutter)

T orretid (minutter)

Bund: JN-serien (Perforeret

Pladertil den Bund)
mellemste del af Bakker: 80-0183 Lag: JK-serien 132 30
underarmen Aesculap Perforeret Tray Basket
JF-serien
Modulonh . Bund: JK-serien (Fast Bund) JN- 132 60
Oo ulopbygge Base and Lag: PL-WFO!1 serien (Perforeret Bund) - N D a—
handsystem . . )
Lag: JK-serien 134 60
28?11983?%“ 80-1928,801929, | g g JK-serien (Fast Bungif JN- 132 30
Polarus 3-lesning Set 2 Bakker: 80-1934, 80-1935, Egrl?jélf’se;ic;r:ret Bun —
80-1936 g 134 30
Bund: JN-serién (Pefigreret
Polarus-overarmsstav Bakker: MS-9000 (Bakker only) V'S 30
ray Basket \
a - 132 i , 30
Acutrgk Base: 80-0587 n (Fast Bund)/
skrueudtagningssyste L&g: 80-0588 oreret Bund) =
m g: 134 30
Bund: JN-serien (Peffore
Bund) 13 30
System med sma . Lag: JK-ser
ledrival Base og Lag
edrivaler Bund: n (585t Bund)/ JN-
serig étforeret Bund) 134 30
Lag: g
) ) . ) und@K-serien (Fast ) 132 30
Basissaet tilsma Base: ien (Perforeret Buad)
fragmenter Lag: 80-2384/ 80-2683 . )
Lag: JK-serien 134 30
132 30
il dsim'_et e | Lo 802123
anciedstusionsplade | a1 ker:80-0 1223
system 134 30
) d:4K-serien (Fast Bund)/ JN- 132 30
Ulnaafkortningsplade erien (Perforeret Bund)
g: JK-serien 134 30

(Osteotomisystem)) a 0-
®
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Symbolforklaring

Symbol Beskrivelse

- Stregkorset er et registreret varemeerke tilherende Acumed. Det kan forekomme alene eller sammen med
. Acumed-navnet.
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Erganzende Informationen

Sterilisation in formstabilen Aesculap®-Sterilisationsbehaltern

Diese Anweisungen sindfiir den operierenden Chirurgen und die unterstiitzenden medizinischen
DE Fachkréfte vorgesehen. Die DE-Anweisungen sind fiir Benutzer in deutschsprachigen Landermn

vorgesehen.

BESCHREIBUNG \
Die nachstehend aufgefihrten Acumed-Systemkonfigurationen wurden fir die Sterilisatlo&

angegebenen Aesculap-Sterilisationsbehéltern validiert.
HINWEISE ZUM GEBRAUCH

Die vollstéandigen Gebrauchsanweisungen fur Implan trumenten stemQ&cu med fGQ

hi
Vorsichtsmaknahmen, Nebenwirkungen, Rei ise und La %ﬂ
operierenden Chirurgen.

@ap zurVe gestellt Diese

/ nach Aesculap-AdikelInummer sortiert und
tern beac werden. Die Artikelnummern

STERILITAT @

e Unsterile Gerate wurden unter V gder unte rten Sterilisationsparameter validiert, und
zwar in voll beladenen Trays, i alle Teile ent @; platziert wurden. Die Sterilisation muss unter

Beachtung der zusatzliche, hsanW\ esculap durchgefuhrt werden.

Zusatzliche Gebrauchsanweisun
Gebrauchsanweisungen sind
mussen vor der Verwendung
finden Sie in der untenstehe

DIE REINIGUNG @
e Die Reimgﬁ r Aesculap- ehalter muss unter Beachtung der zusatzlichen
Gebrau isung von p derchgefuhrt werden.
o Di derAcumed— r muss unter Beachtung der von Acumed zur Verfligung gestellten
Ge a elsungf die Teile oder das System nach Artikelnummer durchgefihrt werden.
STERILISATION

e Diese Produkte sind unsteril und missen 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 durchgeflihrt werden.

e Die Sterilisation mit einem Autoklaven mit dynamischer Luftentfernung (Vorvakuum) durchfiihren.

- 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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e Sicherstellen, dass die maximale Beladungsgrenze des Sterilisators nicht tberschritten wird, wenn mehrere
Sets oder Geréate sterilisiert werden.

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

e Die Anweisungen des Herstellers des Sterilisationsgeréats beachten und die ordnungsgemafe Installation,
Kalibrierung, Gebrauch und fortlaufende Wartung sicherstellen.

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

|)&

e Die aktuellen Richtlinien zur bewahrten Methode einhalten, beispielsweise ANSI/AAMI ST‘7

* Association forthe Advancement of Medical Instrumentation (AAMI) (Gesellschaft fir den F &xe
medizinischer Instrumente). Umfassender Leitfaden zur Dampfsterilisation und SterilisatiGassighe
Gesundheitseinrichtungen (Comprehensive guide to steam stefflization and sterility a@

itin
health care
facilities). AAMI ST79:2017. Arlington, VA.

L 4
e Die folgende Tabelle zeigt die Mindestparametegdi iert* wurdeE um e@ﬁorder'cmoo

Sterilisationssicherheitsgrad (SAL) von 10-6 fiir erreiche * 2
Wichtig:
- Die Sterilisationsparameter gelt Wéﬁte, die gemadieser Anleitun e% wurdenund
grindlich getrocknet sind.
- Die Sterilisationsparameter si nn gultig, w Gerate ordn n@é in denin der
Tabelle angegebenen | sprechender

Aesculap-A hrungsbehalte
Artikelnummer unterge d.
-  Weitere Einzelhei r reinigung, @ ung und -Sé€rilisation sind in der jeweiligen

Gebrauchsanwei Systems zu@ 6
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Validierte Konfigurationen und Parameter:

Artikelnummern des Unterteils . Parameter des Vorvakuum-Dampfsterilisators
" Aesculap-Artikelnummer
Systembezeichnun des Benalters und des Deckels (Behalter in geeigneter Groke
y zeichnung oder des Trays / freistehenden ing I% Expositionstempe  Expositionsdauer  Trocknungsdau
Caddys verwenden) ratur (°C) (minuten) er (minuten)
Boden:'NA Boden: JK-Serie (Fester Boden)/ 132 4 30
Aculoc 2- Deckel:NA IN-Serie (Perforierter Boden)
Plattensystem Trays: 80-0347, 80-0346, 80- Deckel JK-Seri
0754, 80-0787, 80-0752 eckelJh-serne 134
Boden: NA 132

Boden: JK-Serie (Fester Boden)/
JN-Serie (Perforierter Boden)
Deckel: JK-Serie 134

Deckel: NA
Trays: AT2-005, AT2-006, AT2-
007, AT2-004, 80-1527

Acutrak 2-
Schraubensystem
132
Deckel:80-0809,80-0812 | " T T & ad |l
Trays: 80-0808, 80-0811
134
Acutrak 2- Boden: 80-1527 ¢
Mikroverlangerung Deckel: 80-1534
’ Artikelnummern des Unterteilg
AcutrakeFusion | o5 Behalters: ATF-060 132 4 0
Anatomisches Boden: JN-Serie (Peffarie
Radiuskonf-System Trays: TR-0004, TR-00Q Boden) 13 25 70
Py Deckel:JKQ
4 30
Anatomische ; S riertj:eBrcEjoei()%n)/
Radiuskopf-Losungen
134 3 30
132 4 30
Anatomische
Radiuskopf-Losungen n)
2 134 3 30
Sprunaaelenk- ie (Fester Bodeny 132 4 30
prungg ie (Perforierter Boden)
Plattensystem 3 ;
JK-Serie 134 3 30
den: JK-Serie (Fester Boden)/ 132 4 60
L 2 JN-Serie (Perforierter Boden)
Arc Wrist e Deckel: JK-Serie
i i o Aesculap Perforierter Basket: JF-
Tray}nhalt in pe rte Korbe o p 134 3 60
umfillen. erie
Biotrak — Boden: 8 Boden: JK-Serie (Fester Boden)/ 132 4 30
resorbierbarer © en.A JN-Serie (Perforierter Boden)
Stift/N | Deckel: 80- Deckel JK-Seri
tift/Nage eckel: JK-Serie 134 3 30
i _ - JK-Seri 132 4 30
B|otrak Boden: 80-0517 Boden._JK Serle_(Fester Bodeny
resorbierbare Deckel 80-0518 JN-Serie (Perforierter Boden)
Schraube ecket Deckel: JK-Serie 134 3 30
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Artikelnummern des Unterteils ’ Parameter des Vorvakuum-Dampfsterilisators
B Aesculap-Artikelnummer
Systembezeichnun e e L (Behélter in geeigneter Groke
y 9 oder des Trays / freistehenden g % Expositionstempe  Expositionsdauer = Trocknungsdau
Caddys VeIl ratur(°C) (minuten) er (minuten)
Boden:NA Boden: JN-Serie (Perforierter
. Boden)
Deckel: NA Deckel: JK-Serie 132 4 30
Trayinhalt in perforierte Korbe Aesculap Perforierter Tray
Knogletransplantatsyst umfdlen. Basket: JF-Serie
em
Boden: BG-8070 Boden: JK-Serie (Fester Boden)/ <
) JN-Serie (Perforierter Boden) 134 30
Deckel:BG-8070 Deckel: JK-Serie
Kanilliertes 6,5-/7,3- | Trays: 80-1825,80-1827, 80- Boden: JN-Serie (Perfegfiter
Boden) 132 4 30
mm-Schraubensystem [ 2020 . .
Deckel: JK-Serie
.4
4 3
Kandliertes 4,0-mm- Boden: 80-3684 _
Schraubensystem Deckel: 80-3683 N
3 30
Trays: 80-0308, 80-0344, 80-
Klavikula- 0345, 80-0525, 80-0346, 80- 70
Plattensystem 0785(optional), 80-0136
(optional), 80-0347 (optional)
Klavikula- . Boden: JK-Serief(feste 4 30
Plattensystem (mit ) )
. JN-Serie (P e
aktualisierten blauen Deckel JK&erie
Trays) ) 3 30
i Bode erie (Fester Bo 4 30
Ellenbogen- : ) )
-Serie (Perforierter e
Plattensystem 4 eckﬁ'JK—Serie
0677, 800678, 80-0629 ’ 3 30
Boden: NA Boden: JK-Seji %den)/ 132 4 30
Fibula-Stabsystem Deckel:NA JN-Serie (P den)
Trays: 80-0117, 8 Deck 134 3 30
ie (Perforierter
Unterarmstabsystem 132 4 30
JK-Serie
. . oden: JN-Serie (Perforierter
L&sungen fur
Unt fraktdye 132 4 30
nierarmtra 4 Deckel: JK-Serie
Boden:NA
Deckel: NA Boden: JK-Serie (Fester Boden)/ 132 4 30
Handplat . JN-Serie (Perforierter Boden)
Deckel: JK-Serie 134 3 30
- JK-Seri 132 4 30
Grokes Acutrak 2- Deckel:NA ?ﬁfjseenr'i;Tpseffgeﬂg:;j:gi(ﬁ)en)/
Schraubensystem Trays: 80-0870, 80-0871, 80- Deckel JK-Serie
0876,80-0877 : 134 3 30
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Systembezeichnung

Artikelnummern des Unterteils

des Behdlters und des Deckels

oder des Trays / freistehenden
Caddys

Aesculap-Artikelnummer
(Behaélter in geeigneter Groke
verwenden)
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Parameter des Vorvakuum-Dampfsterilisators

Expositionstempe
ratur(°C)

E xpositionsdauer
(minuten)

Trocknungsdau
er (minuten)

Modulares System fiir
die unteren
Extremitaten mit Trays

Trays: 80-0427, 80-0428, 80-
1501 (behalter), 80-0744

Boden: JN-Serie (Perforierter

30

fur Knochel und ) ) Boden) 132 4
Fersenbein ODER gg&;lgr(]jg,’[ii:_a?f% optional, 80- Deckel: JK-Serie
Vorfuk-/Mittelful-
Platten-Trays
Boden: JN-Serie (Perforierter
Unterarm- Boden)
Mittelschaftplattenscha | Trays: 80-0183 Deckel: JK-Serie 132
le Aesculap Perforierter Tra
Basket: JF Series
Modulares Artikelnummern des Unterteils
Handsystem des Behalters: PL-WFO1

Polarus 3-Losung

Satz 1 Tray: 80-1928, 80-1929,
80-1930
Satz 2 Tray: 80-1934, 80-1935,
80-1936

Polarus-Humeralstab

Aesculap Perfo

Trays: MS-9000 (Tra r)
Basket: JE-
Acutrak- oren 4 30
Schraubenentfernungs { 0883
system 3 30
en: JN-Serie (P
Boden) 4 30
Frasersystem fur Artikelnummern des U
kleine Gelenke des Behalters: MTP-
)/
134 3 30
- JK-Seri 132 4 30
Basis-Set fiir kleine : 383 0 en._JK Serle_(Fester Bodeny
-Serie (Perforierter Boden)
Fragment% 80-2384/80-2 ) }
Deckel: JK-Serie 134 3 30
Boden: JK-Serie (Fester Boden)/ 132 4 30
3 JN-Serie (Perforierter Boden)
Handgelenke Deckel: JK-Serie 134 3 30
Ulna- . Boden: JK-Serie (Fester Boden)/ 132 4 30
Verklrzungsplatte Boden: 80-0512 IN-Serie (Perforierter Boden)
Deckel: 80-05M . :
(Osteotomiesystem) 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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> UUTTANPWHATIKES MANpoPoplEC

ATmrootelpwon Ze Akaurttoug Meplektec Amootelipwonc Aesculap®.

O mapoLoeC o8NYleG TTpoopidovTal yia ToV XEPOoLPEYO TTOL EKTEAEL TNV EMENBACN KAl TO
EL UTTOOTN PIKTIKO TTPOCWITIKO EMAYYEAUATIWY LYEIAG. O1odnyieg otnv EAAnvikr YAwaoaoa (EL)

Tpoopidovtal yla XprnoTeg o€ X wpeeG Ommou ophoLvTal ta EMnvika.
MEPITPADH

L 4

O BIAUOPPWOELC TOL CLOTHUATOC Acumed TTOL AVAPEPOVTAL TTAPAKATW EXOLV ETMKLEWOE & OTEIPWON
OTOULC KABOPIOHEVOLC TIEPIEKTEC AMTOCTEPWONC Aesculap.

AAHPO®OPIEZ MNA TH XPHZH @

O108nylec xpnonc tng Acumed yia TA CLOTAHATA € TWVKal € aAaw@ouv Va EVIQ @U
Tov AplBuo sEaptnuatoc otn dievbBuvon http://ww ed n&t/ifu. ALTE o&nxt rrepO\ch
TTEPLYPAPEC TTPOOVTWY, TTANPOPOPIEC YIa TN XPNO (Esic, avTevdelE E160TTOINOELC! aEac
QVEMBLUNTA CLLPBAVTA, OSNYIEC KABAPIOHOL ' @ aueuvow LPOLPYO.
ErmmAgov O8nylec xpnonc ylato Aescu 3P p. MmopelT

08nylec pe Tov ApBuO TTPOIOVTO /W vv.aesculap

eEeTAoETE TPV ATTO TN XPNon T v Aesculap. O

OTOV TMAPAKATW TTIVAKA.

‘90
5

XOULV ETTIK el ynoporoluMt a8 ICITAPAUETPOLC ATTOCTEIPWONG TTOL
WHEVOULC 65.' o OAQ TA HEPN KATAANIAWC TOTTOBETNHEVAL

e Oupun orsipsc 8l

STEIPOTHTA @b

ermmieov O8NYIEC XPNong TTOL TTAPEXOVTAL
aro tnv Aesculap.

O KAGAPIZMOZ $

L 2
e O KaBAPIOHOG %QKTU)V angeT @ Aesculap TTPEMEL VA OAOKANPWVETAL COUPUIVA LE TIG

TTapeEX OV b TNV Aesculap.

OSHV[S& X
e OKa v npmovr VTN umed TTPETTEL VA OAOKANPWVETAL CLPWVA HE TIC OBNYIeC xpNong
TOL € T oG 1 TOL O%UQTOC TToL TTapexovTal amo tnv Acumed pe Baon Tov apBuo sidouc.

ATIOZTEIPQ>H &

e AUTA TATIPOIOVTA SEV Elval OTEIPA KAL TTPETTEL VA ATTOOTEIPWOOVV ATTO TO VOOOKOELO TPV Arfd TN Xpron.
Ol N OTEIPEC SIATAEEIC EXOLV EMKLPWOEL XPNOIOTIOIWVTAC TIC TTAPARETPOLC ATTOCTEPWONC TTOL
AVAPEPOVTAL TTAPAKATW, OE TANPWE (POPTWUEVOULC SIOKOLC LUE OAA TA UEPN KATCANIAWG TOTIOOETNEVA.
H armooTelpwon TTPEMEL VA OAOKANPUWVETAL COUPWVA LE TIC EMIMAsov O8NYIEC XpNoNg TTOL TTAPEXOVTAL
aro tnv Aesculap.


http://www.acumed.net/ifu
http://www.aesculapusa.com/
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e EKTEAEOTE TNV AMTOOTEIPWON XPNOULOTIOWVTAC ALTOKAVOTO LE SUVAUIKT APAlPECN AgPa
(Mpokatepyaocia kevou).
-  Harnooteipwon YE LETATOMON HEOW BapLTNTAC &€V CLVICTATAL
- H(umepTtaxeia) anmooTelpwon yia AUeon xpnaon 8ev cuVICTATAL
e OTAV ATTOCTEIPWVETE TTOAA OET 1 TTOANEC SIATAEELC, VA BEBAWVECTE OTL SV EXETE LITEPPBEL TO OPLO
LLEYLOTOL (POPTIOL TOL KABGVOL ATTOOTEIPWONC.
e Mn oToIlBATETE TOLC TTEPIEKTEC, KABWE ALTO UTMOPEL va pmmodiost Tn Sielcduon ToL ATHOL KAl vVa
QVAOCTEINEL TO OTEYVWUAL
e AVATPEETE OTIC 08NYIEC TOL KATACKELAOTH TOL KAIBAVOL ATTOOTEIPWONG KAl SIAGPANOTE oT

gyKaTAoTaon, Babuovopnaon, xpron Kal cLVeXICOUEYN cLVTPNON. N\
e T AMOOTEIPWHEVA TTPOIOVTA TTPETIEL VA APVOVTAL VA KPLWOOLV O espuoxpaom \T CTIpWV
TTPAKTIKIC TOL K)@ C TO TIPOTLTTO
* Association forthe Advancement of Medical Instrumeritatiog (AA

aré TN Xxpnon. AVTO EMITPETIEL TOV AGPAAN XEIPIOHO TOLC K@ ATTOTPETTEL TN OLLITOK
L 4
(XOANOYOC VI TN ATiwon TwV QI Py
EpYaAsiwV). ZOVOTTTIKOG 08NyOC YIa TNV ArooTelipeon Ye aT@® kal tn ia Cl?\lOr] TEPOT TQC

[ I

e AKOAOUBEITE TIC TPEXOVOEC KATELBLVINPIEC 0BNYIeC BEMIOT

ANSI/AAMI ST79:2017*.
EYKATAOTACEIC LYEIOVOUIKNG TTEPIBAAPNG (Com sive guide to ste ili?ation and s [ gsurance
in health care facilities). AAMI ST79:2017. Arlington, @ 6

e JTOV AKOAOLOO TTiVAKA napoude AGKIOTEC TTAPGRE TPARITOL EXOLV e yiatnv
EMTELEN €VOC ATTAITOVIEVOL ETTTTE g

O(PAAIONG OTAROTARAC (SAL) TG @u 10-6 yla To
oLOTNUA. . s
> N HAVTIKT onueiwon:

ong slval € ov yla dla sxouv KABAPLOTEL COPWVA
Kal sival sv TEYVEC.
a

- AOTEPWONC 8[ at ey C HOVOV o Eelc slval Tonoeemusvec owota
™g Acu L TG Aescula w&Kouc gldoug mou avaypagpovTal
OTOV TTivVaKa

- Avatpggte otic Odnyie 0L CLOTS par aptooompsc TTANPOPOPIEC OXETIKA LIE TIC
HEBOS0LC KABAPICLOD, yaolac kat % oNnG TWV SIATAEEWV.
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Emikupwpeveg AlapopPpwoslc Kat Mapaustpot:

MapAaueTpol KABAVOL AIOCTEIPWONG HE ATHO PE
TP OKATEPYACIA KEVOL

Bdan Orkng Kal KarmdkL n A p1Buog Mpoidvtog Aesculap
&lokogApBuolmpaoioviog (XpNOWOTIOINOTE TIEPIEKTEG ©eppokpacia
auTOVOHOU KOUTIOY KaTANARAOL HEYEBOUG) £kBe0Ng Xpovog ekdeong Xpovog
) (AemTd) Enpavong A\emtd)

Ovopaaia
0L OTAUATOG

SooTrua I‘Iueivievqc: NA I‘Iueuquc: JK Zslpu’ (Sokamakt 132
0OTEOOOVEED Kamake NA MuBuevag) JN Zepa
e Acu|ogc2 Alokot 80-0347, 80-0346, 80- | (iatpntoc MuBuévac)
0754, 80-0787, 80-0752 Kamdke JK Teipd 134
MuBduévac: NA MuBuévac: JK Zepd (Sokarmakt 132
Karraxe: NA MouBduévac) IN Zeipa
Alokot AT2-005, AT2-006,AT2- | (Bidtpntog Mubuévac)
, , 007, AT2-004, 80-1527 Karmake JK Zeipa
Jootnua Bwv
Acutrak 2
Kamdéki 80-0809, 80-0812
Alokot: 80-0808, 80-0811
) ) 30
MikpoemekTaon MuBpevag: 80-1527
Acutrak 2 Karrake 80-1534 -
Bi6eg oLVTNENG 4 30
Acutrak Karaki JK Zeipa
TOOTNUA QVATOUIKN Muduévac: el
ke HIKNG GaTpnrod Musgvac) 132 25 70
KEPAANG KepKISAg Kand .
Moubte Sepd (Sokarg 132 4 30

AVOEIC AVATOUIKAG
KEPAANC KEPKIBAC

Mobu INZepd
ldr@roc MuBuév
make JK Zeipd 134 3 30
. 132 4 30

’ ' 3692/80-3693 I‘Iueu%vac:J pd SQRATTAKL
AUVCEIC AVATOMIKNG Kaméke: 80-3641, MouBpgvag)IN a
KEPAANG Kepkidag 2 (BlatpRdeg Q)
0- Kamdki JKEel 134 3 30
Ybotnua 2vag: JK Zeipd (Sokaraki 132 4 30
oote00LVBEDNG Bugvac) IN Zeipa
TTAQKWY AcTPaydAou ntoc Muduévac)
make JK Zeipd 134 3 30
MuBugvac: JK Zepd (Sokarmakt
: MuBuevac) JN Zeipd 132 4 60
S TN Mrc Alokot NA (6lC'lTva"|'TOC HuQuévcmc)
Metagkps @, Sueva Karmake JK Zeipa
ToL KT TpnTa Aesculap AlaTpNTOG KaAdBw: 134 3 50
karaelat JF Zepa
MuBugvac: JK Teipd (Sokarmakt 132 4 30
AQOLOIWCILOG MuBpeévac: 80-0485 MuBpeévac) JN Zepd
nelpoc/kap@i Biotrak | Karmdki 80-0486 (6latpnrog MuBpuevag)
Kamake JK Zeipa 134 3 30
Muduévac: JK Zepd (Sokarakt 132 4 30
A@opolwalpn Bida MuBpévac: 80-0517 MuBpévac) JN Zepd
Biotrak Karmake: 80-0518 (6latpnrog MuBpuevag)
Karmake: JK Zeipa 134 3 30
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Ovouaoia
O UL OTMUATOG

SOOTNUA OCTIKWY
LOOYXELUATWY

Bdon 6rkng Kat Karmdki
SlokogApBuoinpaoiovrog
Q@ LTOVOUOUL KOUTIOD

MouBugvac: NA
Karaxe: NA

METaPEPETE TA TIEPIEXOEVA
TOL TIEPIEKTN 0L SlaTpnTa
KaA&owa.

Ap1Budg mpoidvtog Aesculap
(Xp NOIOTIOINOTE TIEPIEKTEG
KATAMNAOL EYEBOLG)

MuBugvac: JN Zepa
(6latpnrog MuBpuevag)
Karmake: JK Zeipa

Aesculap Alatpntog Alokog
Basket: JF Zeipa
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MapAaUeTPOL KABAVOL ATOCTEIPWAONG HE ATHO HE
T p oKaTEPyasia KevoL

© epuokpaoia
£kBeong

(“C)

132

Xpovog €kBeong
(Aemtd)

MuBuévac: BG-8070
Karmak: BG-8070

MuBugvac: JK Teipd (Sokarmakt
MuBuevac) JN Zeipd
(datpnrog MuBugva
Kamake JK Zeipa

134

SOOTNUA ALAOPOPWY
BBwv 6,5/7,3 mm

Alokol: 80-1825, 80-1827, 80-
2020

MuBuévac: 80-3684, 80-3919,

Xpovog

Enpavong (errtd)

30
S00TUa aUAo@Opwy | 80-3921, 80-3934, 80-4001
BBwv 4,0 mm Karrake: 80-3683, 80-3920, 80
3922, 80-3935, 80-4002 134 30
Alokot 80-0308, 80-0
THotnua 0345, 80-0525, 80- vBugvac: JN Zeipd B
ooteooLVBEDNG 0785(mpoalpeTiko), MuBugvac) 132 25 70
TTAGKWV KAEIBAG Kardke JK
THoTnua
oote00LVBEDNG 4 30
TMAQKWY KAEIBAC (e
EMIKAPOTTONUEVOLC 3 30
UTTAE 81oK0LC)
Tbotnua HU@HEVQCI NA 132 4 30
oote00LVOED Karraxe NA
oy Ku,)\?g Aiokot 80-0675,
Y 0677, 80-0678, 80 134 3 30
: elpd (Sokardkt 132 4 30
Svotnua papéou EUGHEE/ECA ac)/ JN Zeipd
mePOVNG . i TpArog MuBueévag)
30-0117, 80-0116 LK Teipd 134 3 30
vBugvac: JNZeipd
(6latpnrog MuBpuevag) 132 4 30
Kamake JK Zeipa
MuBuévac: N Zepa
) (dlatpnrog MuBuévag) 132 4 30
avtipaxiov Kamake: JK Zeipa
) MuBugvac: JK Zepd (Sokarmakt 132 4 30
oorizg})r\%io Karraxe NA MuBduévac) IN Zeipa
oy e IOT,)C Alokot 80-0346, 80-0347, 80- | (iatpnrog MuBuévag)
XEP 1815, 80-1817 Kamake JK Teipd 134 3 30
. , MouBugvac: NA MuBugvac: JK Zepd (Sokarmakt 132 4 30
Aiﬁt?argga Elﬁd(;)\\o/u Karmake: NA MuBuevac) JN Zeipd
- HEY Aiokot 80-0870, 80-0871, 80- (B1atpnTog Mubuévac)
HeyeBoug 134 3 30

0876,80-0877

Kamake JK Zeipa
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MapAaUeTPOL KABAVOL ATOCTEIPWAONG HE ATHO HE
T p oKaTEPyasia KevoL

, Bdon 6rkng Kat Karmdki Ap1Buog Mpoidvtog Aesculap
Ovouaada 0 0 p ; )
OGO Slo KOC/’ADIQUOLHDOLOYTOC (Xp r]otluonomo'rs rrgplsmsc ©eppokpaoia ' : '
QAL TOVOUOUL KOUTIOL KATAMNAOL LEYEBOULG) £KB oG Xpovog ekbeong Xpovog
i (Aemtd) Enpavong A\emtd)
°C)
ApBpwtd cboTnua
KATW AKPWV JE
8lokouc aoTpayaiou | Alokot 80-0427, 80-0428, 80-
kat mtépvac H 1501 (kouTiov), 80-0744 MuBugvac: JN Zepa
Slokoug (MpoalpeTiko), 80-0434 (datpntog MuBueévacg) 132 4 30
0otE00LVBEDNG (MpoalpeTtiko), 80-0590 Karmake JK Zeipa *
TAQKWY gprmpoéoBlov | (Mpoalpetikd)
Kal LECAIOL TUAUATOC
TOUL TTEALATOG
Mubugvac: JN Zepa
MateAa MAaKwv
HECAOL THARATOC Alokot 80-0183 30 &
avtiBpaxiov
o 60
ApBPWTO ovatnHa MuBuévac kal Kamak PL-WFO1
XEPLOL 0
Set 1Alokot 80-1928, 80-192¢ 30
Abon Polarus 3 801930
n Set 2 Alokot: 80-1934, 3 pntoc Mudugyac
80-1936 Karake JK Tepd 30
Muduévac: =
, , ’ (datpnrodifue@vac)
PaBeag Bpaxioviov | i, o ms-9 SR iond Kard ' 4 30
Polarus ) .
Aesgul TpNTOCG AlOKOG
KaAAO slpa
vBugvac: JK zeipd a 132 4 30
Yovotnua agaipsong | MuBuevae-80-0587 Buevac) IN Zeipda
Bidwv Acutrak Karmak: 80-0588 Tpntog Mué '
Kamakt JK Zeipd 134 3 30
, , 132 4 30
JooTnua dlevpouvinpa
apPBPWOEWY HIKPOL Mudugvac Akt MTP-
peygdoug 0 - -
N pevag: JK Zeipa (Sokarakt
, vag) JN Zapq 134 3 30
atpntog lMubpevag)
Kamake JK Zeipa
MuBuevac: JK Zepd (Sokarmakt 132 4 30
MuBpévac: 80-2 MuBpeévac) JN Zepd
Karmake 80- 683 (6latpnrog MuBpuegvag)
Kamake: JK Zeipa 134 3 30
TOOTNUA OAKNAC MuBuévac: JK Zeipd (Sokarakt 132 4 30
oLVTNENG Karake: 80- MouBduévac) IN Zeipa
ooteooLVBEDNG Aloko:80-0346, 80-1223 (6latpnrog MuBpuegvag)
TTAQKWY KapTov Kamake: JK Zeipa 134 3 30
|_|7\<'1’K0 BDQXUVOWC Mupévac: JK Zeipd (Sokamaxt 132 4 30
wAevne (ZuotnHa Muduévac: 80-0512 Muduevac) JN Zepd
ooTeoTOMIAq) Karméki: 80-051 (datpntoc MuBpevac)
Kamakt JK Zeipd 134 3 30
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FAWOOCAPI0 CLBOAWY

Y OuBoAo Meptypapn

- To otavpoévnua sival EPMopiko onfpa Katatedév tng Acumed. Mmopsil va spgavidetal povo Tou i padl pe tnv
. emwvoupia 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.
EN 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 th&fe Aesculap

sterilization containers. @

INFORMATION FOR USE

Acumed Instructions for Use forimplant and instru
http://www.acumed.net/ifu. These instructions inclu

stems can be fo pert numbe
t description ation for ons,

contraindications, warnings, precautions, advégse effe Cleaning in ,and stora onsforthe
personal attention of the operating surge

Additional Aesculap Instructions f vided by A @se instru n be found by
Aesculap ltem Number at http://wWaw#desdllapusa. com/ tbe rewewed o use of Aesculap sterile
containers. ltem Numbers ¢ the table

> @‘0

meters listed below, in fully-loaded trays

smﬁ the steriliz
ion must ed inadherenceto the additional
Instructions for Use provided P. 2

STERILITY Q
e Nonsterile device eenvalid

with all parts placed appropriatel

CLEANING
e (leaning ofAes ap sterifization conta hould be completed in adherence to the Instructions for Use
provided byA
e (leaning o med prod e completed in adherence to the part or system Instructions for
Use 3& cumed by r’t number.
STERILI

e These products ar Qile, 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 completedin adherenceto 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 sterilizers 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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e Do not stack containers as this might prevent the penetration of steam and inhibit drying.
e Referto 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*.

sterilization and sterility assurance in health care facilities. AAMI ST79:2017. Arlington, VA.
L 2

* Association forthe Advancement of Medical Instrumentation (AAMI). Comprehensive guide to steamQ
e The following table shows the minimum parameters validated* to achieve a required @s rance

Level (SAL) of 10-6 for the system.

are thoroughly dry.

Important: @
- Sterilization parameters are only valid fordev& eenclea se instructien
- Sterilization parameters are only valid w deviCes are prop hogs din th@&cn
Aesculap storage case part numbers ideRified i e table. \
- Please referto the system IFU for more det n device cl mpfocessing, jzation
methods.

<
O R
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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

English (hon-U.S.)— EN/ PAGE 28

Pre-vacuum Autoclave

b - Exposure Exposure Time Dry Time
DUECTS containers) Temperature (°C) (minutes) (minutes)
Aculoc 2 Plating gzzg E?;ij:lA Bottom: JK series (Solid Bottom)/ 132 4 30
System Trays: 80-0347, 80-0346, 80- i:!?j;i;g;iﬁorated Bottom)
0754, 80-0787, 80-0752 ‘ 134 3 30
Case B‘ase: NA Bottom: JK series (Solid Bottom)/ 132 % 30
Case Lid:NA JN series (perforated Bottom) \ -
Trays: AT2-005, AT2-006, AT2- Lid: JK p
id: JK series 134 3 30
Acutrak 2 Screw 007, AT2-004,80-1527
System
Case Lid: 80-0809. 80-0812 Bottom: JK series (Soli@Botta, 132 4 30
Trays: 80-0808, 80-0811 JINseries (perforatoBONg)  g——--———-———og -
Lid: JK series 134 3 o @
2 30
Acutrak 2 Case Base: 80-1527 | __’_________:‘_ A W
Microextension Case Lid: 80-1534 \ -
Acutrak Fusion Case Base and Lid: ATF-060 132 4 30
: ) ottom: JN series | ) d
Anatoms|c Staedr:]al Head Bottom) 1 o5 70
Y Lid: JK serie
) ) Bottog olid Bottom)/ 4 30
Anaton;flliiac():irlgl Head JN erforated Bottom)
Lidk: : 134 3 30
¢ 132 4 30
Anatomic Radial Head to”_“:JK sernes
Solutions 2 JN series (perfor m)
Lid: JK serie 134 3 30
Bottom: JK'Sgries (Solid Bottom)/ 132 4 30
Ankle Plating System 3 ies (perforated Bottom)
eries 134 3 30
ttom: JK series (Solid Bottom)/
V'S JN series (perforated Bottom) 132 4 60
Arc Wrist T@w! Lid: JK series
ansfer tray contdhts into Aesculap Perforated Basket: JF 34 3 60
perforated baske Series
Biotrak Resorbable Bottom: JK series (Solid Bottom)/ 132 4 30
Pin/Nail JN series (perforated Bottom)
Lid: JK series 134 3 30
Biotrak Resorbable Case Base: 80-0517 Bottom: JK series (Solid Bottom)/ 32 N %0
Screw Case Lid: 8.0-0518 JN series (perforated Bottom)
: Lid: JK series 134 3 30
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Pre-vacuum Autoclave

Case Base and Lid or Aesculap Part Number
System Name Tray/Standalone caddy part (Use Appropriate size Exposure Exposure Time Dry Time
MU a2 Temperature (°C) (minutes) (minutes)
Case Base: NA Bottom: JN series (perforated
- Bottom)
Case Lid:NA Lid: JK series 132 4 30
Transfertray contents into Aesculap Perforated Tray
perforated baskets. Basket: JF Series
Bone Graft System
Case Base: BG-8070 Bottom:JK series (Solid Bottom)/ ®
JN series (perforated Bottom) 134 30
Case Lid: BG-8070 Lidk IK series \
Bottom: JN series (perf ed
6.5/7.3mm Cannulated | Trays: 80-1825,80-1827, 80- ®
Screw System 2020 Bottom) 132 4 30
Y Lid: JK series
Case Base: 80-3684, 80-3919, 3
4.0mm Cannulated 80-3921, 80-3934, 80-4001
Screw system Case Lid: 80-3683, 80-3920, 30
80-3922,80-3935, 80-4002
Trays: 80-0308, 80-0344, 80-
Clavicle Plating 0345, 80-0525, 80-0346, 80- 70
System 0785(optional), 80-0136
(optional), 80-0347 (optional)
Clavicle Plating 30
System (with updated
blue trays) 30
30
Elbow Plating System
30
Case Base:NA 30
Fibula Rod System Case Lid:NA
Trays: 80-0117, 80-0O1 134 3 30
(perforated
Forearm Rod System Trays: ROR:10 Bottom) 132 4 30
series
Forearm Fracture > . JN series (perforated
) T : 15, 80-1916, 8 ottom) 132 4 30
Solutions ) )
Lid: JK series
: Bottom: JK series (Solid Bottom)/ 132 4 30
47.80- J‘NAsenes (perforated Bottom)
Lid: JK series 134 3 30
. i i 132 4 30
Large Acutrak 2 Screw | Case Lid: JBISIZC;T;T Seer;f;gglgo?%;%my
System Trays: 80-0870, 80-0871, 80- Lid: JK p
0876,80-0877 o R sernes 134 3 30
Lower Extremity )
Modular System with Irays: 80-0427, 80-0428, 80- Bottom: JN series (perforated
1501 (Caddy), 80-0744 (Optional),
Ankle and Calcaneal ) Bottom) 132 4 30
80-0434 (Optional), 80-0590 L )
trays OR Forefoot (Optional) Lid: JK series
Midfoot Plating Trays P
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Pre-vacuum Autoclave

Case Base and Lid or Aesculap Part Number
System Name Tray/Standalone caddy part (Use Appropriate size Exposure Exposure Time Dry Time
MU a2 Temperature (°C) (minutes) (minutes)
Bottom: JN series (perforated
’ Bottom)
M";Tahtaeﬁ;;’t;eefrm Trays: 80-0183 Lid: JK series 132 4 30
Aesculap Perforated Tray
Basket: JF Series
Bottom: JK series (Solid Bottom)/ 132
Modular Hand System | Case Base and Lid: PL-WFO1 JN series (perforated Bottom)
Lid: JK series 134
ngggrgays: 80-1928,80-1929, Bottom: JK series (Solid B 132 30
Polarus 3 Solution Set 2 Trays: 80-1934, 80-1935, J.N'serles (perforated ——
80-1936 Lid: JK series 134 3 30
Bottom: JN sefies (
Bottom)
Polarus Humeral Rod Trays: MS-9000 (trays only) Lid: JK 'S Q\ 30
30
Acutrak Screw Case Base: 80-0587
Removal System Case Lid: 80-0588 U ‘G S — 3 o
4 30
Small Joint Reamer
Case Base a
System
3 30
id: JK series
2
. ; i 132 4 30
Small Fragment Base Case Base: 80-2383 ?ﬁt:;:é‘sjf seerles < olbm) /
Set Case Lid: 80-2384/ 8 N p
Lid: JK seri 134 3 30
. ; ; 132 4 30
Total Wrist Fusion Bottom.JK jes (Solid Bottom)/
’ ies (perforated Bottom)
Plating System i
eries 134 3 30
Ulna Shortening Plat ttom: JK series (Solid Bottom)/ 132 4 30
< JN series (perforated Bottom)
(Osteotomy Lid: JK series 134 3 30
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Informacidn Adicional

Esterilizacién En Contenedores Rigidos De Esterilizacion Aesculap®

ES Estas instrucciones estdn destinadas al cirujano quirdrgicoy alos profesionales sanitarios de apoyo.
Las instrucciones ES estdn destinadas a los usuarios de los paises de habla hispana.

DESCRIPCION

Las configuraciones del sistema Acumed que aparecen a continuacion han sido valldada@ter'izacién
en los contenedores de esterilizacion especificados Aescula%
INFORMACION DE USO & Q

Puede encontrar por nimero de pieza las instrucci@hesgte uso Acumed p s&temas dedimp
instrumentos en http://www.acumed.net/ifu. Dichas iRgtrucgi®nes incluyen ciones del

informacidn para su uso, indicaciones, contraifadicacio advertenci ciones, efeftt rsos,
instrucciones de limpieza e instrucciones wwento par on persona el cigggano que realiza
la operacion.

Aesculap proporciona instruccion8s O ad|C|onaIes ed&encontrarlas pﬁumero de articulo
Aesculap en http: . i y deben r ntes de utllizar los contenedores estériles
Aesculap. Puede encontrar ' ros de ar’uc@ guiente ta%

ESTERILIDAD

e Los dispositivos no estériles se
continuacién, en bandejas tot

osegunl ros de esterilizacion que se indican a
esterilizacion debe compl
Aesculap.

te Cargadas cQ s las piezas colocadas adecuadamente. La
etando§ Iones de uso adicionales proporcionadas por
LIMPIEZA \
e |a Imp|@ S contene% esterilizacion debe completarse respetando las instrucciones de

adas por Aescu
eqlali ple de los produetos Acumed debe completarse respetando las instrucciones de uso de las
pi o el sist ar nadas por Acumed por el nimero de pieza del producto.

ESTERILIZACION

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

e Realice la esterilizacion con un autoclave de extraccion de aire dindmica (prevacio).


http://www.acumed.net/ifu
http://www.aesculapusa.com/
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No se recomienda la esterilizacidén mediante desplazamiento por gravedad.
No se recomienda la esterilizaciéon de uso inmediato (flash).

e Aseglrese de que no se exceda el limite de carga méxima del esterilizador cuando se esterilicen varios
juegos o dispositivos.

¢ No apile los contenedores, ya que esto podria impedir la penetracién del vapor e inhibir la desecacion.

e Consulte las instrucciones del fabricante del esterilizador y asegurese de que la instalacion, la calibracion,
elusoy el mantenimiento continuo sean adecuados.

e Antes de manipular los articulos esterilizados, debe dejarlos enfriar a temperatura ambiente e e
forma, podra utilizarlos de manera seguray evitara la condensacion.

e Siga las directrices actuales de la industria como ANSI/AAMI ST79:2017*.

* Association forthe Advancement of Medical Instrumentation (AAMI) (Asociacion para el

instrumentaciéon médica). Guia exhaustiva de esterilizacién po apory garantia de es mstalamones
de atencion médica. (Comprehensive guide to steam sterili nd sterility assura ealth care
facilities). AAMI ST79:2017. Arlington, VA. .

e La siguiente tabla muestra los parametros minigos yalidados* para al rug mvel de gara @
esterilidad requerido de 10-¢ para el sistema.

Importante:

Los parametros de esterilizaci@n sol¢ alidos par sitivos qu &an limpiado segun
estas instrucciones y estén completamente secos.
Los parametros de esteglizacio O son va||do o los dispositiv debidamente
alojados en los ndmero efgrencia de la cjg de macenam|en med y Aesculap
identificados en la

elal|mp|eza @smvo elp iento y los métodos de
esterilizacié@ §S instruccio sodelsstem%
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Configuracionesy pardmetros validados:

Nombre del sistema

Nimeros de pieza de la basey
tapade lacaja o bandeja/carro
organizador independiente

Parte inferior: NA

Nimero de pieza Aesculap
(utilice los contenedores del
tamafio adecuado)

Parte inferior: Serie JK (Sélida
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Esterilizador de vapor de prevacio

Temperatura de
exposicién (°0)

Tiempo de
exposicién
(minutos)

Tiempo de
secado (minutos)

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 30
Tapa: NA Parte inferior)/ Serie JN
Bandejas: AT2-005, AT2-006, (perforada Parte inferior)
Sisterma de tomilos | AT2-007,AT2-004,80-1527 Tapa: Serie JK 30
Acutrak 2
30

Tapa: 80-0809, 80-0812
Bandejas: 80-0808, 80-0811

Microextensiones
Acutrak 2

Parte inferior: 80-1527
Tapa: 80-1534

Acutrak Fusion Parte inferior y Tapa: ATF-06 132 4 30
Sistemade cabeza | gy TRO 132 25 70
radial anatémica
Parte infegior: 1 4 30
Soluciones de cabeza
radial anatomica 134 3 -
inferior: i 4 132 4 30
Soluciones de cabeza 3692/80-3693 Partg ;:fz:zi)/ssee” .
; P Tapa: 80-3641, 80-40
radial anatémica 2 o
Bandejas: 80-404Q, 8 134 3 30
4042, 80-4043
132 4 30
Sistema de placas Parte inferi inferior)/ Serie JN
para tobillo 3 Tapas or@da Parte inferior)
erie JK 134 3 30
rte inferior: Serie JK (Sélida
Parte inferior)/ Serie JN 132 4 60
(perforada Parte inferior)
el Tapa: Serie JK
ela Aesculap Perforada Basket: JF
rforadas. Series 134 3 60
Parte inferior: Serie JK (Sélida 132 4 30
Clavo/clavija 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) 34 3 20

Tapa: Serie JK
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Esterilizador de vapor de prevacio

Ndmeros de pieza de la basey NUmero de pieza Aesculap
Nombre del sistema tapade lacaja o bandeja/carro (utilice los contenedores del PG AEE 6 Tiempo de TicxEe 6
organizador independiente tamafio adecuado) P e exposicién P )
exposicién (°C) (minutos) s e cado (minutos)
Parte inferior: NA Parte inferior: Serie JN
. (perforada Parte inferior)
Tapa: NA Lid: Serie JK 132 4 30
Cambie el contenido de la Aesculap Perforada Tray Basket:
bandeja alas cestas perforadas. | JF Series
Sistema de injerto
6seo
Parte inferior: Serie JK (S6tapaa
Parte inferior: BG-8070 Parte inferior)/ Serie JN - 3 20
Tapa: BG-8070 (perforada Parte inferior)
Tapa: Serie JK
Sistemade tomilos | g yejas: 80-1825, 80-1827, 80- *
canulados de 6,5/7,3 4
2020
mm
Parte inferior: 80-3684, 80-3919, 4 30
Sistema de tornillos 80-3921, 80-3934, 80-4001
canulados de 40 mm | Tapa: 80-3683, 80-3920, 80-
3922, 80-3935, 80-4002 30
Bandejas: 80-0308, 80-0344,
Sistema de placas 80-0345, 80-0525, 8@ 70
para clavicula 80-0785(opcional),
(opcional), 80-034
Sistema de placas 30
para clavicula (con
placas azules
mejoradas) 30
rte®terior: Serie JK 132 4 30
Sistema de placas Tapa: NA e inferior)/ Seri
para codo Bandejas: 80-0675, 80-0 (perforada Parte i
80-0677, 80-0678, 8 Tapa: Serie JK 134 3 30
) ) Parte inferior: NA 132 4 30
Sistema de varillas
. Tapa: NA
para peroné Bandejas - 5 20
' erie JK
Sistema de varillas M erior. Serie JN
erforada Parte inferior) 132 4 30
para antebrazo ) -
pa: Serie JK
Solucione Parte inferior: Serie JN
fracturas (perforada Parte inferior) 132 4 30
Tapa: Serie JK
Parte inferior: Serie JK (Sélida 132 4 30
Sistema de placas Parte inferior)/ Serie JN
para mano (perforada Parte inferior)
Tapa: Serie JK 134 3 30
Parte inferior: NA Parte inferior: Serie JK (Sélida 132 4 30
Sistema de tornillos Tapa: NA Parte inferior)/ Serie JN
grandes Acutrak 2 Bandejas: 80-0870, 80-0871, 80- | (perforada Parte inferior)
0876,80-0877 Tapa: Serie JK 134 3 30
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Nombre del sistema

Sistema modular para
extremidades
inferiores con placas

Esterilizador de vapor de prevacio

Ndmeros de pieza de la basey NUmero de pieza Aesculap

tapade lacaja o bandeja/carro (utilice los contenedores del Tiempo de

organizador independiente tamafio adecuado) Teimz:iggf%dc)e exposicién
P (minutos)

Tiempo de
s e cado (minutos)

Bandejas: 80-0427, 80-0428,

80-1501 (Caddy), 80-0744 Parte inferior: Serie JN

para tobillo y calcdneo | (Opcional), 80-0434 (Opcional), g?:g??:j:j;e inferior) 132 4 30
O placas paraantepié | 80-0590 (Opcional) ’
y mediopié
Parte inferior: Serie JN
Bandeja de placa para (perforada Parte inferior) \
Bandejas: 80-0183 Tapa: Serie JK 132 4 30

antebrazo diafisario

Aesculap Perforada Tray
JF Series

Sistema modular para
mano

Parte inferior: Seri S
) ) . Parte inferior)/ N
Parte inferior y Tapa: PL-WFO!1 (perforada P infe
Tapa: SerigJK

Solucién Polarus 3

Conjunto 1Bandejas: 80-1928,
80-1929, 80-1930

Conjunto 2 Bandejas: 80-1934,
80-1935, 80-1936

Varilla humeral Polarus

Bandejas: MS-9000 (Bz

only) Aesculap Perfo

JE Series

4 30
Sistema de extraccion
de tomillos Acutrak
134 3 30
132 4 30
Slstem_a esc_anadorde Parte inferior and Tap
articulaciones 0500
pequefias Parte rior. (Sélida
Parte infi ) JN
(perforada e inferior) 134 3 30
P Serie JK
\ 4
g <@ erior: Serie JK (Sdlida 132 4 30

Conjunto de base para
fragmentos pequefio

r. 80-2383 e inferior)/ Serie JN

i

2384/ 80-2 rforada Parte inferior)
Tapa: Serie JK 134 3 30

Placas para
acortamiento cubital
(Sistema de
osteotomia)

Parte inferior: Serie JK (Sélida 132 4 30
Tapa: 80-2123 Parte inferior)/ Serie JN
Bandejgs:8 223 (perforada Parte inferior)
Tapa: Serie JK 134 3 30
Parte inferior: Serie JK (Sélida 132 4 30
Parte inferior: 80-0512 Parte inferior)/ Serie JN
Tapa: 80-051 (perforada Parte inferior)

Tapa: Serie JK 134 3 30
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Taydentavat Tiedot

Sterilointi Kovissa Aesculap®-Sterilointiastioissa

Namaé ohjeet on tarkoitettu | eikkauksen suorittavalle kirurgille ja |eikkauksessa apuna oleville
Fi terveydenhuollon ammattilaisille. Kielikoodilla FI merkityt ohjeet on tarkoitettu suomenkielisille

kayttjille.

KUVAUS

<
Seuraavassa luetellut Acumed-jarjestelmakokoonpanot on validojtu steriloitaviksi ma'nitui@ap
sterilointiastioissa. @

Acumed-implantti- ja instrumenttijarjestelmien kayti@ohjeet ovat loydettavi

salgsangmerolla moi%
http://www.acumed.net/ifu. Nama ohjeet sisaltavat t kuy@Ukset, kayttoa @ evat tiedot, ki N et, vasta-
aiheet, varoitukset, varotoimet, haittavaikutuksgt, puh ohjeetja s Ofjeet, jotka lei Kirurgin on
otettava huomioon. K

: a kéyttéohﬁt at Oydettévissas&p—tuoten umerolla

¢
KAYTTOAKOSKEVAA TIETOA

Aesculap-lisakayttoohjeita saa Ae
osoitteesta http://www.aesculapu
Tuotenumerot on ilmoitettu \Y;

STERIILIYS Q
e Epasteriilit laitteet doitu kaytta

kuormitetuille tarjottimille, joihin
antamien lisakayttoohjeiden g

PUHDISTUS @ @

e Aesculap-st N aton pu ttavig Aesculapin antamien kayttoohjeiden mukaisesti.

e Acumed-tu on puhdistett A edin osan tai jarjestelman tuoteosanumerolla [6ytyvien
kayttc h& ukaisesti&

STERILOINT O

e Nama tuotteet ovat epasteriileja ja ne on steriloitava sairaalassa ennen kayttod. Epasteriilit laitteet on
validoitu kayttamalla seuraavassa lueteltuja sterilointiparametreja tayteen kuormitetuille tarjottimille, joihin
kaikki osat on sijoitettu asianmukaisesti. Sterilointi on tehtava Aesculapin antamien lisakayttdohjeiden
mukaisesti.

e Steriloi kayttamalld dynaamista ilmanpoistoautoklaavia (esityhjidautoklaavia).

- Painovoimaan perustuvaa sterilointia ei suositella.
- Pikasterilointia ei suositella.

ne on luetta n Aesculap-sterif@igiiastioiden kayttoa.
aulukossa.

i sdtiraavassa I% erilointiparametreja tayteen
on sijoitet@ kaisesti. Sterilointi on tehtava Aesculapin



http://www.acumed.net/ifu
http://www.aesculapusa.com/
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e Varmista, etta sterilointilaitteen enimmaiskuormitusraja ei ylity, kun steriloit useita sarjoja tai laitteita.

e Al& pinoa astioita paallekkain, silld se voi estaa hdyryn paasyn niihin ja haitata kuivumista.

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

o Steriloitujen osien on annettava jaahtya huoneenlampoisiksi ennen kasittelya. Talla taataan turvallinen
kasittely ja estetaan kosteuden tiivistyminen.

e Noudata tdménhetkisid alan parhaita kdytantoja koskevia ohjeita, kuten ANSI/AAMI ST79:2017*.

* Association for the Advancement of Medical Instrumentation (AAMI) (Laaketieteellisen instrumegitaation
edistamisen yhdistys). Kattava opas hoyrysterilointiin ja steriiliyden varmistamiseen hoitolaitoksi

(Comprehensive guide to steam sterilization and sterility assurance in health care facilities). 9:2017.
Arlington, VA.
e Seuraavassa taulukossa esitetdan validoidut* vahimmai etrjigjoilla saavu t@estelmélle adittu

steriiliyden luotettavuusarvo 10,

Tarkeaa:
- Sterilointiparametrit patevét vain laitteisiingjatka
ovat taysin kuivia.

4
¢ L g
hjeidenmuk\ jotka
- Sterilointiparametrit patevat vai c%

umed- ja
sdilytyskoteloihin, joiden osa .
- Katso jarjestelman kayttoohje ja laittei pufdistus-, kasitt I@er ointimenetelmista.
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Vakansioidut kokoonpanotja parametrit:

| E sityhjidh Oyrysterilaattorin

Kotelon pohjan ja kannen tai Aesculap-osanumero (kéyta

Jédrjestelmén nimi tarjottimen / eriIIiserl kotelon oikean kokdisia astioita) Altistuslampétia Altistusaika K uivausaika
OSEEmELe (°C) (minuuttia) (minuuttia)
Pohja: NA Pohja: JK-sarja (Umpinainen 132 4 30
Aculoc 2 -lewvidriestelms Kansi: NA pohja)/ JN-sarja (reidllinen
ylar 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 #» 30
Kansi: NA pohja)/ JN-sarja (reidllinen \ _
Tarjottimet: AT2-005, AT2-006, pohja) . 0
Acutrak 2 - AT2-007,AT2-004,80-1527 Kansi: JK-sarja
ruviidgesteima Pohja: JK-sarja (Umpi en 30
Kansi: 80-0809, 80-0812 pohja)/ JN-sarja (reja n
Tarjottimet: 80-0808, 80-0811 pohja) O’
Pohja: 80-1527 %
s ohja: 801527 [ pohjgfIN-saffa (reidlinen | 9 & | v & |19 |
Acutrak 2 -mikrojatke Kansi: 80-1534 -
Acutrak-fuusio Pohja ja Kansi: ATF-060 132 4 30
si: JK-sarja
: ohja: JN-sarja (r
_ Anatominen - roysttimet: TR-00 pohia) 1 25 70
varttindluujarjestelma I
Kansi: JK-
Pohja: JKgsarja (@mpinainen 4 30
Anatomiset p - reidllinen
varttindluuratkaisut pQhj
Kan sarja 134 3 30
L 4
3693 ohja: JK-sarja (U 132 4 30
Anatomiset pohja)/ JN-sarj
vérttindluuratkaisut 2 34 3 -
132 4 30
Nilkan levyjarjestelma 3
134 3 30
9
ia Pohja: JK-sarja (Umpinainen
. : pohja)/ JN-sarja (reidllinen 132 4 60
P, . pohja)
Ranteen kaafitet () . - .
o @ | Kansi JK-sarja
Siirré tarjottim isallot reidllisiin Aesculap Reiallisiin koreihin: 134 3 60
koreihin. JF-sarja
Pohja: JK-sarja (Umpinainen 132 4 30
Resorboituva Biotrak- Pohja: pohja)/ JN-sarja (reiéllinen
tappi/naula Kansi: 8 pohja)
Kansi: JK-sarja 134 3 30
Pohja: JK-sarja (Umpinainen 132 4 30
Resorboituva Biotrak- Pohja: 80-0517 pohja)/ JN-sarja (reiéllinen
ruuvi Kansi: 80-0518 pohja)
Kansi: JK-sarja 134 3 30
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| E sityhjioh 6yrysterilaattorin

Kotelon pohjan ja kannen tai Ae sculap-osanumero (kéyts

Jarjestelman nimi tarjottimen / erilisen kotelon oikean kokoisia astiolta) Altistuslampatila A ltistusaika K uivausaika
osanumerot o . . ) ’
(°C) (minuuttia) (minuuttia)
Pohja: NA Pohja: JN-sarja (reidllinen
; pohja)
Kansi: NA Kansi: JK-sarja 132 4 30
Siirrd tarjottimen sisallot reidllisiin | Aesculap Reiéllisiin tarjottimen
koreihin. koreihin: JF-sarja

Luusiirrejarjestelma

Pohja: JK-sarja (Umpinainen
Pohja: BG-8070 pohja)/ JN-sarja (reigllinen 134 b g 30
Kansi: BG-8070 pohja)

Kansi: JK-sarja

Pohja: JN-sarja (reiélli

6,5/7,3 mm:n kanyloitu Tarjottimet: 80-1825, 80-1827, pohja) 132 4 30
4 0

ruuvisarja 80-2020 Kansi: JK-sarja

Pohja: 80-3684, 80-3919, 80-

4’0 mm:n kany|o]tu 3921, 80-3934, 80-4001
ruwvisarja Kansi: 80-3683, 80-3920, 80- .
3922, 80-3935, 80-4002
Tarjottimet: 80-0308, 80-0344,
80-0345, 80-0525, 80-0346
Solisluulevyjarjestelma 80-0785(valinnainen), 80-043 70
(valinnainen), 80-0347
(valinnainen)
Tarjottimet: 80-03 30
Solisluulevyjarjestelma 80-0525, 8Q
(uudistetut siniset 3791(valing
tarjottimet) (valinnaine
(vali 30
E ja)/ JN-sarja (rei %0
- - . a po -sarja (rei
Kyynérpaalevyjarjestelma Tarid $80-0675,80-06 pogz)
80-0677, 80-0678, 80- 134 3 30
A Pohja: NA 132 4 30
Pohjeluun -
s N Kansi: NA
tankojérjestelma .
134 3 30
Kyynérvarren 132 4 30

tankojarjestelma @

Pohja: JN-sarja (reidllinen
pohja) 132 4 30

22 Kansi: JK-sarja

Pohja: JK-sarja (Umpinainen 132 4 30
pohja)/ JN-sarja (reidllinen
pohja)

Kansi: JK-sarja

Késilevyjarjes
134 3 30

Pohja: JK-sarja (Umpinainen 132 4 30
Suuri Acutrak 2 - Kansi: NA pohja)/ JN-sarja (reidllinen
ruuvijarjestelma Tarjottimet: 80-0870, 80-0871, pohja)

80-0876,80-0877 Kansi: JK-sarja 134 3 30
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° Taydentavat tiedot

Jérjestelmé&n nimi

Kotelon pohjan ja kannen tai
tarjottimen / erilisen kotelon

Aesculap-osanumero (kayté

| E sityhjioh 6yrysterilaattorin

oikean kokoisia astioita) Altistuslampétila Altistusaika Kuivausaika
osanumerot o . . . .
(°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
TAljalkapoydan (Valinnainen), 80-0590 Kansi: JK-sarja
levytarjottimet (Valinnainen)
Pohja: JN-sarja (reidllinen
Kyynarvarren luun pohja) 0 2
keskiosan Tarjottimet: 80-0183 Kansi: JK-sarja 132 4 30
levyjarjestelma Aesculap Reidllisiin tarjottimen \
koreihin: JF-sarja
Pohja: JK-sarja (Umpi en 60
Modulaarinen Pohja ja Kansi: PL-WFO1 pohja)/ JN-sarja (refiggn
kasijarjestelma
o®
Set1Tarjottimet: 80-1928, 80- 30
Polarus 3 -ratkaisu 1929801930 | poigON-cggafeidinen | " & T Q. 1B
Set 2 Tarjottimet: 80-1934, 80-
1935, 80-1936 30
Tarjottimet: MS-9000
Polarus-olkaluutanko aU,O 'T“e 132 4 30
(Tarjottimet only)
. 132 4 30
Acutrak- Pohja: 80-068
ruuvinpoistojérjestelma Kansi: 8050588
’ 3 30
132 4 30
_Pieni nivelen Pohja ja Kansi: MTP-05
rimerijarjestelma
134 3 30
ja: JK-sarja (Umpinainen 132 4 30
Pieni kappaleiden ja: 80-2 @)/ JN-sarja (reiéllinen
alustasetti 9 i 80-2384/80-2683
nsi: JK-sarja 134 3 30
Pohja: JK-sarja (Umpinainen 132 4 30
nsi: 80-2123 pohja)/ JN-sarja (reiallinen
Tarjottimet:800846, 80-1223 pohja)
Kansi: JK-sarja 134 3 30
Kyynarluun lyhennyslevy POhJ:a JK—sarjg (Umf;irjainen 132 4 30
(Osteotomiajarjestelma) Po pohja)/ JN-sarja (reiallinen
Kansi pohja)
Kansi: JK-sarja 134 3 30
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Informations Complémentaires

Stérilisation Dans Des Conteneurs De Stérilisation Rigides Aesculap®

FR Ces instructions sontdestinées au chirurgien pratiquant I'intervention et aux professionnels de santé
quil’assistent. Les instructions en FR sont destinées aux utilisateurs des pays francophones.

DESCRIPTION \
Les configurations du systeme Acumed énumeérées ci-dessous ot été validées pourla st&'on dansles
conteneurs de stérilisation Aesculap spécifiés. @
4
INFORMATIONS SUR L'UTILISATION
Les modes d’emploi d’Acumed pour les systemes nts et'd’instrumepiSigontglisponible® nce a
'adresse http://www.acumed.net/ifu. lls incluent la ioh des produits formations N ation, des
indications, des contre-indications, des avertissements es précau ) effets indési nsique des
instructions de nettoyage et de stockage?O iongBersonnelle rufgien pratiquant I'i ention.
es sont four Aesculap. Ces @'emploi sont
apla 'adresse htt@/wwWw.aesculapusa. t doivent étre consultés
iles Aescul meros de%es se trouvent dans le tableau
A %,
vecles p ctragrde stérilisation indiqués ci-dessous, dans
i nt placées de maniere appropriée. La

toutes les
rméme& emploisupplémentaire fourni par Aesculap.

3.

Des modes d’emploi d’Aesculap
disponibles par numéro d’article
avant toute utilisation des ¢
ci-dessous.

Q

STERILITE

e Les dispositifs non stériles ont étg
des plateaux entierement chaggé
stérilisation doit étre effectué

NETTOYAGE \
e |enettoya &o eneurs
. S
y s produits Acumed doit étre effectué conformément au mode d’emploi de la piece ou du

eme&\fourni par Acu rréférence de produit.

ilisation Aesculap doit étre effectué conformément au mode d’emploi

STERILISATION

e Ces produits ne sont pas stériles et doivent étre stérilisés par I’hdpital avant d’étre utilisés. Les dispositifs
non stériles ont été validés avec les parametres de stérilisation indiqués ci-dessous, dans des plateaux
entierement chargés donttoutes les pieces sontplacées de maniére appropriée. La stérilisation doit &tre
effectuée conformémentau mode d’emploi supplémentaire fourni par Aesculap.

o FEffectuerla 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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* Association forthe Advancement of Medical Instrumentation (AAMI) (Association pour I'avanaee
l'instrumentation médicale). Guide complet pour la stérilisation a la vapeur et I'assurance d X 2

- La stérilisation pour utilisation immédiate (éclair) n’est pas recommandée.
Veiller a ce que la charge maximale du stérilisateur ne soit pas dépassée lors de la stérilisation de
plusieurs ensembles ou dispositifs.

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

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

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

ealth care

les établissements de soins (Comprehensive guide to steam sterilization and sterlllty as
facilities). AAMI ST79:2017. Arlington, VA.

e Letableau suivantindique les paramétres minimumfva &te'ndre L@u d’ assuraan
stérilité minimum (NAS) de 10-6 requis pour le sygfeme.

Important :

- Les parametres de stérilisation ne t valablés que pourl ositifs quion

conformément a ces instructiop optparfaiteme

- Les paramétres de sterlllsatlo t valables que qudyes dispositif; rrectement rangés
dans les coffrets de sto e ed et Aescul &par les ré |nd|quees dans le
tableau. §$

- Veuillez vous repo ode/d’emploi d our plu deét urles méthodes de

nettoyage, de tr% sterlllsat|on es sposmfs
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Configurations et paramétres vacouvercleés:

Stérilisateur a vapeur pré-vide

RIEUEENEES G bEss i Référence Aesculap (utilisez des

Nom du systeme couvercle de coffret et de racks ) WV = Durée Durée de
de plateaux/autonomes OB EE S A ppIREiEe) d:reiggs?c:zt:?q d’exposition séchage
(minutes) (minutes)
X Fond: NA - Fond: Série JK (Fond pleiny/ 132 4 30
Systeme de plaques Couvercle: NA Série JN (fond perforé)
Aculoc 2 Plateaux: 80-0347, 80-0346, 80- Couvercle: Série JK
0754, 80-0787, 80-0752 ‘ 134 3 30
E%:‘Jdvie':ﬁe_ A Fond: Série JK (Fond pleiny/ 132 30
o Série JN (fond perforé)
fosas AT OO ATR00 | Coharersere %
Systéme de vis D i
Acutrak 2 132
Couvercle: 80-0809, 80-0812 gz:ii: JSI\T”(feanE Fo g ép) __________
Plateaux: 80-0808, 80-0811 Couwvercle: Sé DJ
Microextension Fond: 80-1527
Acutrak 2 Couvercle: 80-1534
Acutrak Fusion Fond et Couvercle: ATF-060
systeme detete | oo aux: TR-0004, TR
radiale anatomique
Fond: NA
Solutions pour téte Couvercle: NA -
) h Série JN
radiale anatomique Plateaux: 8082 802003, Couv 3 20
132 4 30
Solutions 2 pourtéte ?:iifsrl(fo‘:z p()':eor?jr’ )
radiale anatomique L
a Plateaux: 80-4040, 80-40 A uvercle: Série Jk 134 3 30
4042, 80-4043
R 132 4 30
Systeme 3de plaques | Fond: 80-2340
pour cheville Couvercle: 8 4 34 3 20
Fo A
le:NA d4Série JK (Fond plein)/ 132 4 60
Plabeau erie JN (fond perforé)
Arc Wrist Tower uvercle: Série JK
L 3 rez le contenu Aesculap Perforated Basket:
aux dans des paniers Série JF 134 3 60
rforés.
Broche/c Fond: Série JK (Fond pleiny/ 132 4 30
résorbable Biotrak Série JN (fond perforé)
Couvercle: Série JK 134 3 30
Fond: 80-0517 Fond: Série JK (Fond plein)/ 132 4 30
Vis résorbable Biotrak Couv'ercle' 80-0518 Série JN (fond perforé)
' Couvercle: Série JK 134 3 30
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Nom du systeme

Systéme de greffe
osseuse

Références de base et
couvercle de coffret et de racks
de plateaux/autonomes

Fond: NA
Couvercle: NA

Transférez le contenu des
plateaux dans des paniers
perforés.
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Stérilisateura vapeur pré-vide

Référence Aesculap (utilisez des

. i Durée de
conteneurs de taille appropriée)

séchage
(minutes)

Durée
d’exposition
(minutes)

T e mpérature
d’exposition (°C)

Fond: Série JN (fond perforé)
Couvercle: Série JK

Aesculap Perforated Tray
Basket: Série JF

132 4 30

Fond: BG-8070
Couvercle: BG-8070

Fond: Série JK (Fond plein)y
Série JN (fond perforé) 134
Couvercle: Série JK

3\ 30

Systeme de vis
canulées 6,5/7,3 mm

Plateaux: 80-1825, 80-1827, 80-
2020

Fond: 80-3684, 80-3919, 80- P »
Systeme de vis 3921, 80-3934, 80-4001
canulées 4,0 mm Couvercle: 80-3683, 80-3920, 3 -
80-3922,80-3935, 80-4002
Plateaux: 80-0308, 80-0344,
Systeme de plaques 0345, 80-0525, 80-0346, 80 132 5 70
clavicule 0785(en option), 80-013
Systéeme de plaques e ) 132 4 30
) Fond: Série, Fo in)/
clavicule (avec . 2
N Série JN (fend pefioré) -
plateaux bleus mis a Couv . )
journ) 3 30
Systéeme de plaques JK (Fond plein) %2 N 0
Y plaq érie@N (fond perfor
de coude - uvercle: Série JK
0677, 80-0678, 80-0629 ' 134 3 30
. . Fond: NA 132 4 30
Systemeé(:gntlége pour Couvercle: NA
P Plateaux: 80-0117.80- 134 3 30
Systéme de tige pour 132 4 30
avant-bras >
Solutions pour . .
R ond: Série JN (fond perforé)
fractures de I'aant- Couvercle: Série JK 132 4 30
- raff Fond: Série JK (Fond plein)/ 132 4 30
pour lamain Plate @ 30-0347, 80- (S:erle JNI (f%n/cj'p(jr;ore)
1815, ouvercle: Série 134 3 30
Fond: NA . CAi ’ 132 4 30
Systéme de vis Couvercle: NA gz:ii‘ JS,\T n(fo':]s (Zor?gr ép)lem)/
Acutrak 2, grand Plateaux: 80-0870,80-0871, 80- | 2 oo ,pJK
0876, 80-0877 ouvercle: Série 134 3 30
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Références de base et

Référence Aesculap (utilisez des
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Stérilisateura vapeur pré-vide

Nom du systeme couvercle de coffret et de racks ) W . Durée Durée de
conteneurs de taille appropriée) T empérature ) " =
de plateaux/autonomes d’exposttion £C) d’exposition séchage
(minutes) (minutes)
Systeme modulaire
pour membres
'T;fe”;:‘xrs ?;ffa Plateaux: 80-0427, 80-0428, 80-
pchevillepet - 1501 (coffret), 80-0744 (En Fond: Série JN (fond perforé) - . 2
calcanéus OU option), 80-0434 (En option), 80- Couvercle: Série JK
0590 (En option)
plateaux pour plagues Y
d’avant-pied/milieu de
pied
Boite de plaques pour (F:%Tf\j/:ersc?;ié’:e(ﬁnd perighe)
fractures diaphysaires | Plateaux: 80-0183 ) 132 4 30
, Aesculap Perforate
de l'avant-bras e
Basket: Série JF *
Syste dulai ¢ €0
ysteme modulaire | ooy ot couvercle: PL-WFO1
pour la main 60
Set 1Plateaux: 80-1928,80-1929, 30
: 80-1930
Solution Polarus 3| 5015 piateaux: 80-1934, 80-
1935, 80-1936 30
d: Série JN (fo e
Tige humérale Polarus | Plateaux: MS-9000 ¥ Couvercle: SEriqek 132 4 30
Aesculap P a Tr,
Basket: Séfie JE
) ) 1 4 30
Systeme d’extraction Fo/n' S K (Fond Plem)/
- Séri perforé)
de vis Acutrak .
Couvel@lg” Serie JK 134 3 30
132 4 30
Systeme d’alésoirs
pour petites Fond et Couvercle;:M
articulations
134 3 30
L . 132 4 30
Kit de base pour petits -2383 S erie JK (Fond Plem)/
érie JN (fond perforé)
fragments rcle? 80-2384/ K uvercle: Série JK
’ 134 3 30
132 4 30
Fond: Série JK (Fond plein)y
fusiontotale p Série JN (fond perforé)
poignet Couvercle: Série JK 134 3 20
Plague de @ 4 20
raccourcissement du Fond: 80-0512 Fond: Série JK (Fond plein)/
cubitus o Série JN (fond perforé)
Couvercle: 80-0511 e
(systeme Couvercle: Série JK 134 3 30
d’ostéotomie)
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Informazioni Supplementari

Sterilizzazione In Contenitori Rigidi Per Sterilizzazione Aesculap®

T 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 st%\oe nei
contenitori di sterilizzazione Aesculap specificati. @

INDICAZIONI PER L’'USO &

Le istruzioni perl'uso dei sistemi di impianti e stru i med possono gssere rgperite ceréand @ dice

articolo corrispondente sul sito http:/www.acumed. Ifu. @ueste istruzio @ prendonole oni dei
dicazioni, Ig vertenze, le p ioni, gli effetti

prodotti, le informazioni per I'uso, le indicaziofii, le con @' ' re ,
avversi, le istruzioni per la pulizia e le istruziegi | nservazio e devono esserglett sonalmente

dal chirurgo che esegue l'intervento.

Ulterioriistruzioni perl'uso di Aes sano fornite da Adscul@p. Quest |strquno disponibili cercando il
codice articolo di Aesculap iriz p://www.agfcul a.com/ed no essere esaminate prima
delluso dei contenitori steri p. | codici ari o riportati r@ la sottostante.

STERILITA O N @
izzandoip i sterilizzazione elencati di seguito, in

e | dispositivi non sterili sono stati
osizionate i ppropriato. La sterilizzazione deve essere
i per 'usg aggiuntive fornite da Aesculap.

vassoi a pieno carico con tutt
effettuata in conformita alled

. %,
PULIZIA \
o La pulizia dei tenitori per Ia& azione Aesculap deve essere effettuata in conformita alle istruzioni

perl’ o& a Aescula
izla dePprodotti Acu &ieve essere effettuata in conformita alle istruzioni perI'uso del componente

o del"Sistema fornite d in base al codice articolo.

STERILIZZAZIONE

e Questi prodotti non sono sterili e devono essere sterilizzati dall’ospedale prima dell’'uso. | 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 'uso aggiuntive fornite da Aesculap.

e Eseguire la sterilizzazione utilizzando un’autoclave con rimozione dinamica dell’aria (pre-vuoto).


http://www.acumed.net/ifu
http://www.aesculapusa.com/
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- Sisconsiglia la sterilizzazione a spostamento di gravita.
- Sisconsiglia la sterilizzazione immediata (flash).
e Assicurarsi di non superare il limite massimo di carico dello sterilizzatore quando si sterilizzano piu seto
dispositivi.
e Non impilare i contenitori in quanto cio potrebbe impedire la penetrazione del vapore e bloccare
I'asciugatura.
e Fareriferimento alle istruzioni del produttore dello sterilizzatore e garantire un’installazione, una
calibrazione, un uso e una manutenzione corretti.
o Gliarticoli sterilizzati devono essere lasciati raffreddare a temperatura ambiente prima di es
maneggiati. In questo modo e possibile maneggiarliin sicurezza e impedisce la formazi
e Seguire le attuali linee guida sulle migliori pratiche del settore, come ANSI/AAMI ST78:

) (Associazione per [ ento della
re e alla garanzia ilita nelle strutture

rancein @ acilities).@.

* Association forthe Advancement of Medical Instrumentation
strumentazione medica). Guida completa alla sterilizzazion
sanitarie (Comprehensive guide to steam sterilization andfster
ST79:2017. Arlington, VA,

2
e |a seguente tabella mostra i parametri minimi c alidgti* per raggiu i

L 4
b livello dis | sterilita
(SAL) richiesto di 10-6 per il sistema. @ é
Importante: V K
- | parametri di sterilizzazione s @ i solo peri digpoSiiivi chesono s a@ secondo queste
istruzioni e che sonoc tarmemte asciutti.
o)
SC (0]

- | parametri di sterilizzaz validi solo s&j dispesitivi sono cor ente collocati nelle
custodie Acumed

- Consultare le istr
ricondizion

nicodici

¢ rrispondenitidentificati nella tabella.
'0 'uso del sis aggiorid% i metodi di pulizia,




° Informazioni supplementari

Configurazioni e parametri vacoperchioati:

Codice articolo della base e del
coperchio della custodia oppure

Codice articolo di Aesculap
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Sterilizzatore a vapore pre-vuoto

Nome del sistema X (utilizzare contenitori di ) Tempo di Tempo di
Temperatura di e .
del.va;s.smolc'lsuptporto dimensioni adeguate) - oFs)izione Q) esposizione asciugatura
LICIDEICCTS P (minuti) (minuti)
) ) Fondo: N4AA Fondo: Serie JK (Fondo chiuso)/ 132 4 30
Sistema di placche Coperchio: NA )
. Serie JN (fondo traforato)
Aculoc 2 Vassoi: 80-0347, 80-0346, 80- Coperchio: Serie JK
0754, 80-0787, 80-0752 P ‘ 134 3 30
Fondo: N4AA Fondo: Serie JK (Fondo chiuso)/ 132
Coperchio: NA Serie JN (fondo traforato)
Vassoi: AT2-005, AT2-006, AT2- Coperchio: Serie JK 34
Sistema di viti 007, AT2-004,80-1527
Acutrak 2 52
Coperchio: 80-0809, 80-0812 gz:‘;‘zsggi dJc'f o ra‘zo) Yy A
Vassoi: 80-0808, 80-0811 N
Coperchio: Setie’ J 134
Microestensione Fondo: 80-1527 V *
Acutrak 2 Coperchio: 80-1534
Fusione Acutrak Fondo e Coperchio: ATF-060, 132 4 30
Sistemaper capitell |, .. Tr.0004, TRIGO traforato) 1 25 70
radiali anatomici
Coperchio:
- o Fondo: NA_ FondoiSeri ndo chiuso) 4 30
Soluzioni per capitelli Coperchio )
. . Seri do traforato)
radiali anatomici
CODF serie JK 134 3 30
* 132 4 30
Soluzioni per capitelli do: Serie JK (7
o P _p_ Serie JN (fondo tr
radiali anatomici 2 S
Coperchio: S 134 3 30
) ) Fondo: Seri@uJK (Fondo chiuso)/ 132 4 30
Sistema di placche per
caviglia 3 N (fondo traforato)
9 io: Serie JK 134 3 30
ndo: Serie JK (Fondo chiuso)/
¢ Serie JN (fondo traforato) 132 4 60
Torre Per Polso Aixc Coperchio: Serie JK
o del Aesculap Perforated Basket:
orati. Serie JF 134 3 60
. ; ; 132 4 30
Permno/chiodo Fondo Fon‘do. Serie JK (Fondo chiuso)/
) R Serie JN (fondo traforato)
riassorbibile Biotrak Coperchiog80-0486 o A
Coperchio: Serie JK 134 3 30
. i i 132 4 30
Vite riassorbibile Fondo: 80-0517 Fon'do. Serie JK (Fondo chiusoy
- . Serie JN (fondo traforato)
Biotrak Coperchio: 80-0518 o A
Coperchio: Serie JK 134 3 30




° Informazioni supplementari

Nome del sistema

Codice articolo della base e del
coperchio della custodia oppure
del vassoio/supporto
indipendente

Fondo: NA
Coperchio: NA

Codice articolo di Aesculap
(utilizzare contenitori di
dimensioni adeguate)

Fondo: Serie JN (fondo
traforato)

Temperatura di
esposizione (°C)
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Sterilizzatore a vapore pre-vuoto

Tempo di
esposizione
(minuti)

Tempo di
asciugatura
(minuti)

Coperchio: Serie JK 132 4 30
Trasferire il contenuto del Aesculap Cesetellitraforati:
) - vassoio in cestelli traforati. Serie JF
Sistema diinnesto
0Sseo
Fondo: BG-8070 Fondo: Serie JK (Fondo chiuso)/
) Serie JN (fondo traforato) 134
Coperchio: BG-8070 Coperchio: Serie JK
Sistema di viti Vassoi: 801825, 80-1827, 80- Fondo: Serie JN (fo
cannulate da 2020 traforato) 132 4 30 P
6,5/7,3 mm Coperchio: Serj
Fondo: 80-3684, 80-3919, 80-
’ - ~ - juso)/ 2 % 30
Sistema di viti 3921, 80 3934, 80-4001 ’
cannulate da4,0 mm | Coperchio: 80-3683, 80-3920,
80-3922, 80-3935, 80-4002 30
Vassoi: 80-0308, 80-0344, 80-
Sistema di placche per | 0345, 80-0525, 80-0346, 80 132 5 70
clavicola 0785(opzionale), 80-0136
(opzionale), 80-0347 (
) . Vassoi: 80-0308, 80 132 4 30
Slstema diplacche pgr 0525, 80-3789480
clavicola (con vassoi @
blu aggiornati) 0 3 30
132 4 30
Sistema di placche per
gomito
134 3 30
Sistema con asta per Fondo: NA 132 ¢ 0
P Coperchio: NA
perone Vassoi: 80-0117, 134 3 30
Sistema con agte per 132 4 30
avambraccio
Soluzioni perla ndo: Serie JN (fondo
frattura traforato) 132 4 30
Coperchio: Serie JK
Fondo: Serie JK (Fondo chiuso)/ 132 4 30
Serie JN (fondo traforato)
Coperchio: Serie JK 134 3 30
. i i 132 4 30
Sistema di viti Coperchio: gz:iicjl\?ggidft(;cf)gsa?oc)hlUSO)/
Acutrak 2 grandi Vassoi: 80-0870, 80-0871, 80- Conerchio: Serie JK
0876, 80-0877 P : 134 3 30
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° Informazioni supplementari

Codice articolo della base e del
coperchio della custodia oppure
del vassoio/supporto
indipendente

Sterilizzatore a vapore pre-vuoto
Codice articolo di Aesculap
(utilizzare contenitori di ) Tempo di Tempo di
. L Temperatura di . ’
dimensioni adeguate) esposizione asciugatura
(minuti) (minuti)

Nome del sistema

esposizione (°C)

Sistema modulare per
arti inferiori convassoi
per caviglia e

Vassoi: 80-0427, 80-0428, 80-
1501 (Caddy), 80-0744

Fondo: Serie JN (fondo

calcagno OPPURE (Opzionale), 80-0434 traforato) 132 30
vassoi con placche (Opzionale), 80-0590 Coperchio: Serie JK
per parte centrale e (Opzionale)
anteriore del piede
Fondo: Serie JN (fondo
Placca per ’ traforato) ]
Vassoi: 80-0183 Coperchio: Serie JK 30

avambraccio centrale

Aesculap Cesetellitraf
Serie JF

Sistema modulare per
mano

Fondo e Coperchio: PL-WFO1

Fondo: Serie
Serie JN (f
Coperchi

Soluzione Polarus 3

Set1Vassoi: 80-1928, 80-1929,
80-1930

Set 2 Vassoi: 80-1934, 80-1935,
80-1936

Asta peromero
Polarus

Vassoi: MS-9000 (Vassoj

Sistema dirimozione
viti Acutrak

Aesculap C
Serie JE

30
30
Slste'ma d|'a|e‘sa'tor| - | Fondo e Coperchio:
perarticolazioni piccoli
134 30
Set dibase per erie JK (Fondo chiuso) 132 30
frammenti di piccole (fondo traforato)
dimensioni operchio: Serie JK 134 30
Fondo: Serie JK (Fondo chiuso)/ 132 30
Serie JN (fondo traforato)
Coperchio: Serie JK 134 30
Placca di - 30
accgrcl:?r;wento Fondo: Serie JK (Fondo chiuso)/
ell'ulna )
Coperchio: 80-0511 Serie JN.(fc?ndqtraforato)
(Sistema di Coperchio: Serie JK 134 30
osteotomia)
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Tilleggsinformasjon

Sterilisering | Aesculap® Stive Steriliseringsbeholdere

NB Folgende Instruksjoner Gjelder For Operatar Og Assisterende Helsepersonell. NB-Instruksjoner Er

BeregnetPa Brukere | Norge.

* '
BESKRIVELSE x
De Acumed systemkonfigurasjonene som er oppfert nedenfor hag blitt validert for sterlllse&e ngitte
Aesculap steriliseringsbeholderne.
L 2
BRUKSINFORMASJON

Acumeds bruksanvisning forimplantat og instrum
http://www.acumed.net/ifu. Denne inneholder prod
kontraindikasjoner, advarsler, forsiktighetsre
oppbevaringsanvisninger som er ment fori

mer kan finnes elwummerp&
elser, bruksi jon, |nd|kas n

er, rengjgr spneroi
ap. Du ﬂ bruksanwsmn d Aesculaps
m/ogmég sf@rbruk avA ap sterile beholdere. Du

Ytterligere bruksanvisninger forsy,
varenummer pa http://www.aescu

finner varenumrenei tabe@
STERILITET

o |kke-sterile enhete idert ved h \Y s?erlllsermgs @ne som er oppfort nedenfor, i fullastede
skuffer med alle deler plassert p e. Ster|||se IIf@res i samsvar med
tilleggsbruksanvisningene so av Aescu

RENGJO@RING
e Rengjoring aW Mp steriliseg @e bor fullferes i samsvar med bruksanvisningen fra Aesculap.
. Rengyz)rm -produ kalfullferes i samsvar med bruksanvisningen for delen eller systemet
somao umed med p ktéelenummeret.
STERIL
e Disse produktene rlle og ma steriliseres av sykehuset for bruk. Ikke-sterile enheter er validert

ved hjelp av steriliseri sparameterne som er oppfort nedenfor, i fullastede skuffer med alle deler plassert
pa riktig mate. Sterilisering ma fullferes i samsvar med tilleggsbruksanvisningene som forsynes av
Aesculap.
e Utfor sterilisering ved hjelp av en autoklav med dynamisk fijerning 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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e Kontroller at sterilisatorens maksimale fyllingskapasitet ikke overskrides ved sterilisering av flere sett eller
enheter.

e Beholdeme ma ikke stables. Dette kan forhindre damp fra & trenge gjennom og kan pavirke terkingen.

e Seinstruksjonene fra sterilisatorprodusenten, og serg for riktig installering, kalibrering, bruk og

regelmessig vedlikehold.
e De steriliserte gjenstandene bar kjoles ned til romtemperatur fer handtering. Dette lar deg handtere dem
pa en trygg mate og forebygger kondens.
e Folg gjeldende retningslinjer for beste praksis, f.eks. ANSI/AAMI ST79:2017*.
* Association for the Advancement of Medical Instrumentation (AAMI) (Organisasjonen for & frem& gog

sikker og effektiv bruk av medisinsk teknologi). Omfattende veiledning for dampsterlllsernx

sterilitetssikring pa helseinstitusjoner (Comprehensive guide to steam sterilization and s rance in

health care facilities). AAMI ST79:2017. Arlington, VA.

e Foplgende tabell viser minimumsparametere som er ent aoppna et g *
sterilitetssikringsniva pa 106 for systemet.

L 2

Viktig: \
- Steriliseringsparametere er kun gyl% tersom er enholdtll@ ruksjonene

og er helttarre.

- Steriliseringsparameterne gje enhetene semAc &g Aesculap-
beholderen i henhold tilnum c tti tabellen.

- Sesystemets IFU for mefintor om rengj enheten, beh
steriliseringsmetoder. 6

SR
<O
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Valokkerte konfigurasjoner og parametere:

Dampsterilisering med forvakuum

Delenumre for kassebase og Aesculap delenummer (bruk |

Systemnavn lokk eller skuffffrittstdende beholdere av passende Eksponeringstem  Eksponeringstid Eksponeringstid
caldy storrelse) peratur °C) (minutter) (minutter)
Bunnf NA Bunn: JK-serien (Solid bunn)/ JN- 132 4 30
Aculoc 2 platesystem Lokk: NA serien (perforert bunn)
platesy Bretts: 80-0347, 80-0346, 80- i JE_Serien
0754, 80-0787, 80-0752 ' 134 3 30
ECL)JEE ’,\\:: Bunn: JK-serien (Solid bunn)/ JN- 132 “ 30
Bretts: AT2-005, AT2-006, AT2- Eg[('i” J(E_esr;?ir:: bunn) §
007, AT2-004, 80-1527 ' 134 30
Acutrak 2 skruesystem
- JK-seri i 132 4 30
Lokk: 80-0809, 80-0812 SB;:;'HJ(KeSrfeC:'r‘Zﬁ(ESQd - & DU ivV4
Bretts: 80-0808, 80-081 . b ;
Lokk: JK-serien 134 3 L 2
Acttrak 2 Bunn: 80-1527 30
mikroekstensjon Lokk: 80-1534 30
Acutrak Fusion Bunn og Lokk: ATF-060 30
Anatomiske Bretts: TR-0004, TR-0005 70
radiushodesystem
Bunn: NA 30
Anatomiske Lokk: NA
radiushodelgsninger Bretts: 80-20 -
30
Anatomiske
radiushodelgsninger 2
0-4@40, 80-4041, 80- 134 3 30
4042, 80-4043
Ankelplatesystem 3 Bunn: 80-2340 b ’ >
platesy Lokk: 80-2341 o 5 »
Bunn: NA
Lokk: NA 132 4 60
Arc Wrist Tower A
134 3 60
Biotrak resort@rb ! 80-0485 Buﬁn: JK-serien (Solid bunn)/ JN- 132 4 30
serien (perforert bunn)
Lokk: JK-serien 134 3 30
Biotrak resorberbar Bunn: 5 Burjn: JK-serien (Solid bunn)/ JN- 132 4 30
Skiue Lokk: 804051 serien (perforert bunn)
’ Lokk: JK-serien 134 3 30
Bunn: NA Bunn: JN-serien (perforert bunn)
Beingraftsystem Lok NA ;Okk: JIK—ssrlgn e k F 132 4 30
Overforinnholdeti brettet til e§cuap erorerte kurver. Jr-
perforerte kurver. serien
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Delenumre for kassebase og

Aesculap delenummer (bruk |
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Dampsterilisering med forvakuum

Systemnavn lokk eller skuff/frittstdende beholdere av passende Eksponeringstem  Eksponeringstid Eksponeringstid
Eaelep sl peratur (°C) (minutter) (minutter)
Bunn: BG-8070 Bunn: JK-serien (Solid bunn)/ JN-
) serien (perforert bunn) 134
Lokk: BG-8070 Lokk: JK-serien
6,5/7,3 mm kanylert Bretts: 80-1825, 80-1827, 80- Bunn: JN-serien (perforert bunn) 132
skruesystem 2020 Lokk: JK-serien
Bunn: 80-3684, 80-3919, 80- ) ) ) 132
40 mm kanylert 3921, 80-3934, 80-4001 Bunn: JK-serien (Solid bunn)/ JN-
skruesvstem ) serien (perforert bunn)
Yy Lokk: 80-3683, 80-3920, 80- Lokk: JK-serien 34
3922, 80-3935, 80-4002
Bretts: 80-0308, 80-0344, 80- *
Kragebeinblatesystem 0345, 80-0525, 80-0346, 80- Bunn: JN-serien ert bu 132 25
gebemnpiatesy 0785(valgfritt), 80-0136 (valgfritt),
80-0347 (valgfritt)
K beinplat ; Bretts: 80-0308, 80-0346, 80- 30
(Egez Oe'”%:tgftyesb?g 0525, 80-3789, 80-3790, 80-
pbprem 3791(valgfritt), 80-0136 (valgfritt),
80-0347 (valgfritt) 30
Bunn: NA 30
Lokk: NA
Albueplatesystem | ge1is: 80-0675, 80-068, 80-
0677, 80-0678, 80-0629 30
Bunn: NA Bunn: JK-se 4 30
Fibulastangsystem Lokk: NA serien (perf
Bretts: 80+0 3 30
Underarmstangsystem | Bretts 132 4 30
Underarmsbruddlosnin | g 0. 801915, 80-1916, 8Q , 132 4 30
ger okk: JK-serien
Bunn: NA Bunn: JK-serfen unn)/ JIN- 132 4 30
Handplatesystem Lokic NA serien (p
Bretts: 80-034 347,°80- Lokk: JK-s&
1815, 80-181 : 134 3 30
; i R 132 4 30
Stort Acutrak 2 . JKserien (Solid bunn)y/ JN
erforert bunn)
skruesystem . :
k: JK-serien 134 3 30
tts: 80-0427, 8Qf0428, 80-
med 501 (Caddy), 80-0 algfritt), Bunn: JN-serien (perforert bunn) 132 4 30
calcanealbre 80-0434(Va -0590 Lokk: JK-serien
fremfot midtfot- (Valgfr
platebrett
Bunn: JN-serien (perforert bunn)
Midtaksel . Lokk: JK-serien
underarmplatebrett Bretts: 80-0183 Aesculap Perforerte kurver: JF- 132 4 30
serien
Bunn: JK-serien (Solid bunn)/ JN- 132 4 60
Moduleert hdndsystem | Bunn og Lokk: PL-WFO1 serien (perforert bunn)
Lokk: JK-serien 134 3 60
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Systemnavn

Delenumre for kassebase og
lokk eller skuffffrittstdende

Aesculap delenummer (bruk |

beholdere av passende
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Dampsterilisering med forvakuum

Eksponeringstem  Eksponeringstid Eksponeringstid
Eaelep sl peratur (°C) (minutter) (minutter)
Set 1Bretts: 80-1928, 80-1929,
80-1930 Bunn: JK-serien (Solid bunn)/ JN- 132 4 30
Polarus 3-esning Set 2 Bretts: 80-1934, 80-1935, igﬂi” J(Ei?if: bunn)
80-1936 : 134 3 30
Bunn: JN-serien (perforert bunn)
. Lokk: JK-serien
Polarus humeralstang Bretts: MS-9000 (Bretts) Aesculap Perforerte kurver: JE- 132 4‘ 0
serien
Acutrak Bunn: 80-0587 SB;J:Z:“J(E:;;'F‘;(SSE:)b“””)/ IN- 132 30
. . . ~ ‘
skruefjerningssystem Lokk: 80-0588 Lokk: JK-serien 30

Reamersystem forsma

Bunn og Lokk: MTP-0500

ledd
Basesett forsma Bunn: 80-2383 (peTforert bunr)
fragmenter Lokk: 80-2384/ 80-2683 betto
K-serien 3 30
S K cari 4 30
Totalt platesystem for | Lokk: 80-2123 SBS:Z'“J(KeSr?ne
handleddsfusjon Bretts:80-0346 ) P
Lokk: JK-sefign 3 30
4 30
Ulnaforkortingsplate
(Osteotomisystem)
134 3 30
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Aanvullende Informatie

Sterilisatie In Aesculap® Rigide Sterilisatiecontainers

NL 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&pedﬂceerde
sterilisatiecontainers van Aesculap. @

INDICATIES VOOR GEBRUIK

Gebruiksinstructies van Acumed voor implantaat- t ugop onderdeel rop
http://www.acumed.net/ifu vinden. Deze instructies

Jen, informatj X ruik,
indicaties, contra-indicaties, waarschuwingen®oorzor: aatregelen gevolgen, réinigin gsinstructies
en opslaginstructies ter attentie van de o e ciffrurg. K

Aanvullende gebruiksinstructies v, esc orden doo lap verstrekt. ;&@ﬁze'nstructies door

op http://www.aesculapusa.com/ cpdfemnummer te zoeken. ient de instruc raadplegen alvorens de
steriele containers van Aes i Ik te nemernlte mers kuntvinden in de onderstaande tabel.

D 2

d et behulp K ieronder vermelde sterilisatieparameters
iSt

delen op ijze waren geplaatst. De sterilisatie moet in
overeenstemming met de aan ebruiksin s yVan Aesculap worden uitgevoerd.

REINIGING . \ﬁ @
e De sterilisatiecontainers van Ags p mgeten in overeenstemming met de gebruiksinstructies van
Aesculopv@ ereinigd. \
a

e Produ e& cumed mogten in OVereenstemming met de onderdeel- of systeeminstructies worden
eini ze worden

f roductonderdeelnummer door Acumed verstrekt.

e 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.

*

STERILITET

e Nijet-steriele hulp n zijn geva
in volledig geladen trays waarbij

STERILISATIE


http://www.acumed.net/ifu
http://www.aesculapusa.com/
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Steriliseer de instrumenten met behulp van een (prevacuim)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.
e 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 wor ‘n elkac
Hierdoor wordt een veilige hantering gewaarborgd en wordt condensatie voorkomeg.
e Volg de huidige optimale werkmethoden van de sector, zoals ANSI/AAMI ST79:2017*

* Association forthe Advancement of Medical Instrumentatiq (Vereniging voor ruitgang van

medische hulpmiddelen). Uitgebreide gids voor stoomstéfilisa eriliteitsgap@i V'S
gezondheidszorginstellingen (Comprehensive guide t@'st stefilization and ilitySassurance in Ith
care facilities). AAMI ST79:2017. Arlington, VA. t . O

e |n de volgende tabel vindt u de minimu ramet ie zijn gev@

L 2
om een sterilitei antieniveau
van 10-¢te bereiken. K
Belangrijk: Q
- De sterilisatieparameteg gel envoorinst endie VO|gen$ ifstructies zijn gereinigd

en goed zijn gedroogd.

- De sterilisatiepar 1S Zij eenvan togpassing als de insti@ithenten op de juiste manier worden
bewaard in de Ac Aesculap- igten met de e Inummers die in de tabel
vermeld zijn % %

- Raadpleeg iksinstructies,van ysteem vo o]

verwerkings=<en st riIisatier@ v@an het apparg@t.

,b{'c

rmatie over de reinigings-,

4,
®,
f



@ Aanvullende informatie

Gevadekseleerde configuraties en parameters:

Naam systeem

Onderdeelnummers van kist en

deksel of tray/afzonderlijke

Onderdeelnummer van
Aesculap (gebruik containers
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Prevacuimstoomsterilisatie

- ) Blootstellingstem Blootstellingstijd Droogtid
caddy met een geschikte afmeting) peratuur ¢C) (minuten) (minuten)
Bodem:NA Bodem: JK-serie (Stevige 132 4 30
Aculoc 2 plaatsysteem Deksel:NA bodem)/ JN-serie
plaatsy 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 #» 30
Deksel:NA bodem)/ JN-serie \
Trays: AT2-005, AT2-006, AT2- (geperforeerde bodem) 0
Acutrak 2 007, AT2-004,80-1527 Deksel: JK-serie
schroefsysteem Bodem: JK-serie (Stevi 30
Deksel: 80-0809, 80-0812 bodem)/ JN-serie
Trays: 80-0808, 80-0811 (geperforeerde b
30®
30
Acutrak 2 Bodem:80-1527 | bodem)fN-sefle | N & | v & 1o |
microextensie Deksel: 80-1534
30
Acutrak Fusion Bodem en Deksel: ATF-060 30
Anit;)rzls;lfsqlaal (geperforeerde@ode 70
psy Deksel: JK-sgji
30
Anatomische radiale
kopoplossingen 34 3 -
dem: JK-serie (St 132 4 30
Anatomische radiale bodem)/ JN-serie
kopoplossingen 2 (geperforeerde b ) 34 3 -
tevige 132 4 30
Plaatsysteem enkel 3 @. foreerde bodem)
Deks el JK-serie 134 3 30
&
o . odem: JK-serie (Stevige
bodem)/ JN-serie 132 4 60
ARC pols : rals: s (geperforeerde bodem)
P . Deksel: JK-serie
Plaats de inhoud ¢@n de traysin | Aogculap Perforated Basket: JF- 134 3 60
geperforeer serie
Bodem: JK-serie (Stevige 132 4 30
Biotrak resorbeerbare | Bodent: bodem)/ JN-serie
pin/nagel Deksel: 80- (geperforeerde bodem)
Deksel: JK-serie 134 3 30
Bodem: JK-serie (Stevige 132 4 30
Biotrak resorbeerbare | Bodem:80-0517 bodem)/ JN-serie
schroef Deksel: 80-0518 (geperforeerde bodem)
134 3 30

Deksel: JK-serie
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Onderdeelnummers van kist en
d e ksel of tray/afzonderlijke
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Bottransplantatiesyste
em

Onderdeelnummer van
Aesculap (gebruik containers
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Prevaculmstoomsterilisatie

Blo otstellingstem

Blo otstellingstijd

Droogtijd

Deksel: BG-8070

(geperforeerde bodem)

caddy met een geschikte afmeting) peratuur (C) (minuten) (minuten)
Bodem: NA Bodem: JN-serie
. (geperforeerde bodem)
Deksel:NA Deksel: JK-serie 132 4 30
Plaats de inhoud van de trays in Aesculap Geperforeerde
geperforeerde menen. menen: JF-serie
Bodem: JK-serie (Stevige
Bodem: BG-8070 bodem) JN-serie 34 b g \ -

Deksel: JK-serie

Gecanuleerd
schroefsysteem,
6,5/7,3 mm

Trays: 80-1825, 80-1827, 80-
2020

Bodem: JN-serie

(geperforeerde bod
Deksel: JK-serie

Bodem: 80-3684, 80-3919, 80- Bodem: JK-
Gecanuleerd 3921, 80-3934, 80-4001 bodem
schroefsysteem, 4,0
mm Deksel: 80-3683, 80-3920, 80-
3922, 80-3935, 80-4002
Trays: 80-0308, 80-0344, 80-
Claviculair 0345, 80-0525, 80-0346, 80-
plaatsysteem 0785(optioneel), 80-0136
(optioneel), 80-0347 (optione
Claviculair Trays: 80-0308, 80-Q846, 8 Bodem: JK-serie (SteVige 4 30
plaatsysteem bodem)/ JN-ser
(met vernieuwde 134 3 30
blauwe trays)
Bod€m rie (Stevige 132 4 30
bode
Plaatsysteem elleboo
Y o , (geper )
eks@ JK-serie 134 3 30
N, & : &
Staafsysteem fibula Deksel:NA
Trays: 80-0117, 80 134 3 30
Staafsysteem
y Trays:R geperforeerde bodem) 132 4 30
onderarm )
@A- JK-serie
. 4 ]
Breukoplossingen BO@eM: JN-serie
P 9 : 309915, 80-191680- perforeerde bodem) 132 4 30
onderarm . )
Deksel: JK-serie
dem:NA Bodem: JK-serie (Stevige 132 4 30
Plaat Deksel:NA bodem)/ JN-serie
7, 80- (geperforeerde bodem)
Deksel: JK-serie 134 3 30
Bodem: JK-serie (Stevige 132 4 30
Acutrak 2 bodem)/ JN-serie
schroefsysteem, groot | Trays: 80-0870, 80-0871, 80- (geperforeerde bodem)
0876,80-0877 Deksel: JK-serie 134 3 30




Nederlands — NL / PAGE 66

@ Aanvullende informatie

Onderdeelnummers van kist en
d e ksel of tray/afzonderlijke

O el RmEr VER Prevaculmstoomsterilisatie

Aesculap (gebruik containers
met een geschikte afmeting)

INEEINESYS G

Blo otstellingstem Blo otstellingstijd Droogtijd

caddy

p eratuur (°C)

(minuten)

(minuten)

Modulair systeem voor
de onderste
extremiteiten met trays

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

Bodem: JN-serie

voor enkel en (Optioneel), 80-0434 (Optioneel) (geperforeerdg bodem) 132 4 30
calcaneus OF - Deksel: JK-serie
80-0590 (Optioneel)

plaattrays voor

voorvoet/middenvoet
Bodem: JN-serie
. (geperforeerde bodem)

Plaat voormidschacht | o . g 0183 Deksel: JK-serie 132 4 30

onderarm

Aesculap Geperforeerde

menen: JF-serie

Modulair handsysteem

Bodem en Deksel: PL-WFO1

Bodem: JK-serie
bodem)/ JN-seli

Set1Trays: 80-1928, 80-1929,
Polarus 3 oplossin 80-1930
PIOSSING | 512 Trays: 80-1934, 80-1935,
80-1936
Polarus humerale staaf | Trays: MS-9000 (tray:
Aesculap Gepegforee
menen: JE-sgji
_ 4 30
ACUtr?k . Bodem:80-0
schroefverwijderingss Dek
ysteem 134 3 30
132 4 30
Ruim‘ersystee'm voor Bodem enDeksel. MT
kleine gewrichten
$ 134 3 30
* 132 4 30
Basisset voorkleine e 383
fragmenten e - 80-2384/80- perforeerde bodem)
 J Deksel: JK-serie 134 3 30
Bodem: JK-serie (Stevige 132 4 30
Plaat: em vgor bodem)/ JN-serie
volledige ie (geperforeerde bodem)
Deksel: JK-serie 134 3 30
Bodem: JK-serie (Stevige 132 4 30
Ulna verkortingsplaat bodem)/ JN-serie
(Osteotomiesysteem) | Deksel: 80-051 (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
. naam Acumed.
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Informacao Adicional

Esterilizacdo Em Recipientes De Esterilizacdo Rigidos Aesculap®

PT Estas InstrugOes destinam-se ao cirurgido e aos profissionais de sadde de apoio. As instrugdes PT
destinam-se aos utilizadores dos paises de lingua portuguesa.

DESCRICAO

As configuracdes do sistema Acumed listadas abaixo foram validadas para a esterilizagéo@entes de
esterilizacdo Aesculap especificados. @
Q Q‘
eont @

INFORMAGOES DE UTILIZACAO

As instrugdes de utilizacdo dos sistemas de implant€s edhstrumentos Acu odemseren

mediante a referéncia em http://www.acumed.net/i strugBes incl scrices d X
dverténcias oes, efeitos%s , instrucBes

informac8es de utilizagdo, indicacdes, contraifqdicacde @'r
de limpeza e instrucdes de armazename atéhcdo pessoald 6 rgido. K

A Aesculap fornece instrugdes de
através do nimero de item Aescu
dos recipientes estéreis Ae

sculap adici stas instrucde ser encontradas

.com/ e deve revistas antes da utilizacao
ser encofiffados na tabela abaixo.

ESTERILIDADE % @

e Os dispositivos na eis foram odutilizando c& ros de esterilizagdo abaixo indicados,
odas as p adas adequadamente. A esterilizacdo deve

em tabuleiros totalmente carreg
ser concluida em conformida as’instrucBes de®tilizacao adicionais fornecidas pela Aesculap.
LIMPEZA . x @
e Alimpezad % tes de estetiliza Aesculap deve ser concluida em conformidade com as
instruc@es %i cdo fome% Aesculap.
o) d

o Alimpez odutos A(@ e ser concluida em conformidade com as instrugcdes de utilizagdo da

a ol\do Skstema forneci@as pela Acumed com base na referéncia do produto.

ESTERILIZACAO

e Estes produtos sdo ndo estéreis e devem ser esterilizados pelo hospital antes da utilizacdo. Os
dispositivos ndo estéreis foram validados utilizando os parametros de esterilizacdo abaixo indicados, em
tabuleiros totalmente carregados com todas as pecas colocadas adequadamente. A esterilizagdo deve ser
concluida em conformidade com as instruc@es de utilizagcdo adicionais fornecidas pela Aesculap.


http://www.acumed.net/ifu
http://www.aesculapusa.com/
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* Association forthe Advancement of Medical Instrumentation
Instrumentacdo Médica). Guia completo sobre a esteriliza
instalacdes de cuidados de salude (Comprehensive guidéto s
health care facilites). AAMI ST79:2017. Arlington, VA.

Efetue a esterilizacdo com uma autoclave de remocdo de ar dindmica (pré-vacuo).
- Aesterilizacdo por deslocamento de gravidade ndo é recomendada.
- Aesterilizagdo de utilizagdo imediata (flash) ndo é recomendada.

Certifique-se de que o limite maximo de carga do esterilizador ndo é ultrapassado ao esterilizar varios
conjuntos ou dispositivos.

Ndo empilhe recipientes, pois tal pode impedir a penetracdo do vapor € inibir a secagem.

Consulte as instrucdes do fabricante do esterilizador e certifique-se de que a instalacdo, calibracdo,
utilizagdo e manutengdo continua sdo adequadas.

Os itens esterilizados devem arrefecer até atingirem a temperatura ambiente antes de sgre
manuseados. Isto permite um manuseamento seguro e previne a formagao de conden g”\
da

Siga as diretrizes atuais de préaticas recomendadas do setor, como ANSI/AAMI ST79:2Q1

(Associacdo para
or e a garantia de idade em
assuranc ¢

erilization@ ili

e Atabela seguinte indica os parametros minimo lid s* para obte | de Garantj \ rilidade
de 10-% exigido para o sistema. @

Importante:

- Os parametros de esterilizaca @

com estas instrucdes e gue estefamcompletame
- Os parametros de esteMiz@Caosd sdo validos
acondicionados ixa rmazenamgénto

iSP@sitivos queten: ?—@Simpos de acordo

ispositivos esti corretamente
ed e Aesglilap cujas referéncias sdo indicadas

na tabela.
- Consulte asj utilizacao a para obter @malhes sobre os métodos de
limpeza, prd ento e esteriljizacd dispositivo.@
L 4

W\
&
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Configuragdes e pardmetros vatampaados:

Referéncias da base da caixa e

Referéncia Aesculap (utilize
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Esterilizadora vapor com pré-vacuo

Nome do sistema tampa ou tabuleiro/carrinho recipientes de tamanho Temperatura de Tempo de Tempode
auténomo apropriado) exposicio (C) e(;ﬁ:j;gz)o (sr:i%alizz;

Fundo: NA Fundo: Série JK (Fundo 132 4 30

Sistema de placas Tampa: NA sétampao)/ Série JN (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 30
Tampa: NA sétampao)/ Série JN (fundo AN

Sistema de parafusos
Acutrak 2

Tabuleiros: AT2-005, AT2-006,
AT2-007, AT2-004,80-1527

perfurado)
Tampa: Série JK

Tampa: 80-0809, 80-0812
Tabuleiros: 80-0808, 80-0811

Fundo: Série JK (Fun
sdtampao)/ Série fun
perfurado)

Microextens&o
Acutrak 2

Fundo: 80-1527
Tampa: 80-1534

Fus&o Acutrak

Fundo e Tampa: ATF-060

Sistema de cabeca

pipa: Série JK

Fundo: Série J

Tampa: Série JK

radial anatémica perfurado) 132 25 70
Tampa: Séfie JK
ie ndo 1 4 30
SolugBes de cabeca erie JN (fundo
radial anatomica
134 3 30
132 4 30
Solugbes de cabeca
radial anatémica 2
134 3 30
132 4 30
Sistema de placas do
tornozelo 3
a: Série JK 134 3 30
. undo: Série JK (Fundo
sétampao)/ Série JN (fundo 132 4 60
perfurado)
Torre para Pulsg AR ‘ Tampa: Série JK
tabuleiro | Aesculap Perforated Basket: 134 3 60
Série JF
Fundo: Série JK (Fundo 132 4 30
Pino/prego sétampao)/ Série JN (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 JN (fundo
Biotrak Tampa: 80-0518 perfurado)
134 3 30
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Nome do sistema

Sistema de enxerto
6sseo

Referéncias da base da caixa e
tampa ou tabuleiro/carrinho
auténomo

Referéncia Aesculap (utilize

recipientes de tamanho
apropriado)
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Esterilizadora vapor com pré-vacuo

Temperatura de
exposigéo (°C)

Tempo de
exposi¢do
(minutos)

Fundo: NA Fundo: Série JN (fundo
) perfurado)
Tampa: NA Tampa: Série JK 132 4
Transferir conteido do tabuleiro | Aesculap Cestos perfurado:
para cestos perfurados. Série JF
Fundo: Série JK (Fundo
Fundo: BG-8070 s6tampao)/ Série JN (fundo 134

Tampa: BG-8070

perfurado)
Tampa: Série JK

Sistema de parafusos
canulados 6,5/7,3 mm

Tabuleiros: 80-1825, 80-1827,

Fundo: Série JN (fun

Sistema de parafusos
canulados 4,0 mm

Tempode
secagem
(minutos)

30

Sistema de placas da
clavicula

Sistema de placas da
clavicula (com
tabuleiros azuis
atualizados)

Sistema de placas do
cotovelo

Sistema de hastes do
perdnio

Sistema de placas do
antebraco

Solugdes para fratura
do antebrag®

Siste

Sistema de parafusos
grandes Acutrak 2

i} perfurado) 4 30
80-2020 Tampa: Série J *
Fundo: 80-3684, 80-3919, 80- > 30
3921, 80-3934, 80-4001 <& %

Tampa: 80-3683, 80-3920, 80- )
3922, 80-3935, 80-4002 : 30
Tabuleiros: 80-0308, 80-0344, X IN (fundo
80-0345, 80-0525, 80-0346, ) ) 132 5 70
80-0785(opcional), 80-0136 ba: Série JK
(opcional), 80-0347 (o ’
Fundo: Série JK4qEundo 132 4 30
sétampao)/ o 4
perfurado)
4 3 30
1 132 4 30
5 Série JN (fundo
L@: Ari 134 3 30
Fundo: NA Eg?:n? ig)r/le J,K 132 4 30
Tampa: NA P
Tabuleiros: 80-0 134 3 30
132 4 30
paySérie JK
ndo: Série JN (fundo
perfurado) 132 4 30
Tampa: Série JK
Fundo: NA Fundo: Série JK (Fundo 132 4 30
Tampa: NA sétampao)/ Série JN (fundo
Tabulg : , 80-0347, perfurado)
80-18 Tampa: Série JK 134 3 30
Fundo: NA Fundo: Série JK (Fundo 132 4 30
Tampa: NA sétampao)/ Série JN (fundo
Tabuleiros: 80-0870, 80-0871, perfurado)
134 3 30

80-0876, 80-0877

Tampa: Série JK
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Esterilizadora vapor com pré-vacuo

Referéncias da base da caixa e Referéncia Aesculap (utilize
Nome do sistema tampa ou tabuleiro/carrinho recipientes de tamanho Tempo de Tempo de
< ) Temperatura de _
auténomo apropriado) exposicio FC) exposi¢do secagem
posic (minutos) (minutos)
Sistema modular de
extremidade inferior | . 0. 80-0427, 80-0428, o
com tabuleiros de Fundo: Série JN (fundo
A 80-1501(Caddy), 80-0744
tornozelo e calcaneo ; ’ perfurado) 132 4 30
) (Opcional), 80-0434 (Opcional), e
OU tabuleiros de ’ Tampa: Série JK
. 80-0590 (Opcional)
placas do antepé e
médiopé Y
Fundo: Série JN (fundo
Prato de placa do perfurado)
antebraco de eixo Tabuleiros: 80-0183 Tampa: Série JK 30
médio Aesculap Cestos perfu
Série JF
Fundo: Série J
Sistema mNoduIar da Fundo e Tampa: PL-WFO1 s6tampao)/
mao
Conjunto 1Tabuleiros: 80-1928,
Solucdo Polarus 3 801929,801930 | sGgmpao)/SeREIN(iundo e -
g Conjunto 2 Tabuleiros: 80-1934,
80-1935, 80-1936 30
. Série JN (fund
o ) urado)
Haste umeral Polarus Zf”b;nelros. MS-900 ab Y Tampa: Série J 4 30
Y Aesculap C rfug@do:
Série JE
ndo 4 30
Sistema de remocéo
de parafusos Acutrak
3 30
4 30
Sistemade mandrlINde Fundo e Tampa: 0
pequena articulagdo
3 30
0: Série JK (Fundo 132 4 30
Conjunto base de und@;, 80-2383 tampao)/ Série JN (fundo
pequenos fragniento a. 80-2384/ 80-2 perfurado)
Tampa: Série JK 134 3 30
Fundo: Série JK (Fundo 132 4 30
sétampao)/ Série JN (fundo
fusdo total do purho ®) 80-1223 perfurado)
Tampa: Série JK 134 3 30
Placa de Fundo: Série JK (Fundo 132 4 30
encurtamento ulna Fundo: 80-0512 sétampao)/ Série JN (fundo
(Sistema de Tampa: 80-05™M perfurado)
osteotomia) Tampa: Série JK 134 3 30
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Kompletterande Information

Sterilisering | Aesculap® Styva Steriliseringsbehallare

sV Dessa anvisningar &r avsedda for kirurgen och 6vrig stddjande 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 ang& sculap-
steriliseringsbehallarna. @
O Q‘

anvandarinf O
arder, biver, , rengorings-

ANVANDNARINFORMATION

Acumeds bruksanvisning forimplantat- och instru
http://www.acumed.net/ifu. Dessa instruktioner inklu
indikationer, kontraindikationer, varningar, forsiktighet

Aesculap-artikelnumret pad http:// -aesgulapusa.com/9gh te granskas in nvandning av Aesculaps

sterila behallare. Artikelnum llen nedan \

forvaringsinstruktioner avsedda for kirurb
Ytterligare Aesculap-anvandarinstfiktione fas fran Aes}a Dessa instrukt’igh'ttas genom

STERILITET
e Osterilaenheterh erats med v 8e steriliseri etrar som listas nedan, i fullastade
brickor med alla delar korrekt pl erilisering s tforas i enlighet med de ytterligare
anvandarinstruktioner som till av Aesc :

RENGORING \ @
e Rengoring \ups sterilis@are maste utforas i enlighet med anvandarinstruktionerna som

tillhan 8|18 avJAesculap.
e Rengorihgemav Acumed-pg@dukterna ska utforas i enlighet med anvandarinstruktionerna som
til dllits av Acum@ m 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 (féorvakuum).

- Angsterilisering med sjalvtryck rekommenderas inte.


http://www.acumed.net/ifu
http://www.aesculapusa.com/
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- Sterilisering for omedelbar anvdndning (snabb) rekommenderas inte.
e Sdkerstdll att sterilisatorns maximala lastgrans inte dverskrids nar flera satser och enheter steriliseras.
e Staplainte behallare pa varandra eftersom det kan forhindra penetration av anga och hamma torkning.

e Se sterilisatortillverkarens anvisningar och sakerstall lamplig installation, kalibrering, anvandning och
fortgdende underhall.

e De steriliserade foremalen bor tillatas svalna till rumstemperatur innan hantering. Detta mojliggor séker
hantering och forebygger kondensering.
o FOlj riktlinjer for aktuell basta industripraxis, t.ex. ANSI/AAMI ST79:2017*.
* Association forthe Advancement of Medical Instrumentation (AAMI) (Féreningen for avancema
medicinsk instrumentering). Omfattande guide for dngsterilisering och steriliseringsgaranti i \h
e

sjukvardsanlaggningar (Comprehensive guide to steam sterilization and sterility assuran@g?in
facilities). AAMI ST79:2017. Arlington, VA. @

altn care

e F[0Oljande tabell visar minimiparametrar som ar valid *for ppnaen n@g sterilitetssaifin Japivd

pa 10-¢ for systemet.
Viktigt: . ’x< >
- Steriliseringsparametrar ar endast giltiga for etersomh s enligtdesga ingar och
ar ordentligt torra.
- Steriliseringsparametrar ar ende g renheterndar Rerrekt placeradgsi aringslador fran
Acumed och Aesculap med d °r som ange len.
, dling och stﬁ v enheten.

rengoring,

&/ é@
N\

- Sesystem-IFU for mer ipfOrmatio

O
&
‘X
P\
& X

O
Q\
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Valockerade konfigurationer och parametrar:

Angsteriliseringsparametrar fér forvakuum

L&dbotten och -lock eller
Systemnamn bricka/fristdende caddy-
delnummer

Aesculap delnummer (anvand Exponeringstemp ‘
behallare av 1dmplig storlek) eratur Exponeringstid Torktd

) (minuter) (minuter)

Botten: NA
CKecar i 132
Aculoc 2 Lock: NA Botten: JK-serier (Massiv botten)/

IN-seri forerad bott
Plateringssystem | Brickor: 80-0347, 80-0346, 80- serier (perforerad botten)

0754, 80-0787, 80-0752 Lock: JK-serier 134
Bottgn: NA Botten: JK-serier (Massiv botten)/ 132
Lock: NA JN-serier (perforerad botten)

Brickor: AT2-005, AT2-0086, oo JK_Sgrier

AT2-007, AT2-004, 801527 : 134

Acutrak 2 Skruvsystem

Lock: 80-0809, 80-0812 Botten: JK-serier (V

Brickor: 80-0808, 80-0811

Acutrak 2 Botten: 80-1527
Mikroextension Lock: 80-1534
Acutrak Fusion Bottenoch Lock: ATF-060

System for anatomiskt
radialt huvud

Brickor: TR-0004, TRAOOO5 botten)

Lock: JK-serier

Losningar for Eg?f,r;\:b’:A Botten: JK- ) 132 4 30
anatomiskt radialt ’ JIN-s ) N
huvud LockiJ r 134 3 30
132 4 30
L&sningar for tten: JK-serier (Massiv Batte
anatomiskt radialt Lock: 80-3641, 80-4068 -serier (perfore e
huvud 2 Brickor: 80-4040, 80- Lock: JK-serier 134 3 30
4042, 80-4043
i Botten: assiv botten)/ 132 4 30
Ankelplateringssystem
P ; 9SSy JN-serier orerad botten)
. JK-serier 134 3 30
| 4
.@ JK-serier (Massiv botten)/ 132 4 60
-Serier (perforerad botten)
Arc Wrist Tower ck: JK-serier
Aesculap Perforated Basket: JF-
serier 134 3 60
Botten: JK-serier (Massiv botten)/ 132 4 30
&SIk JN-serier (perforerad botten)
P Lock: JK-serier 134 3 30
Biotrak resorberbar Botten: 80-0817 Botten: JK-serier (Massiv botten)/ 132 4 30
K Lock. éO 0518 JN-serier (perforerad botten)
SKIuv ock: Lock: JK-serier 134 3 30
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L&dbotten och -lock eller
bricka/fristdende caddy-
delnummer

Systemnamn

Aesculap delnummer (anvéand
behallare av 1dmplig storlek)
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Angsteriliseringsparametrar for forvakuum

Exponeringstemp
eratur

(°C)

Torktid

(minuter)

Exponeringstid
(minuter)

Lock: BG-8070

Botten: NA Botten: JN-serier (perforerad
. botten)
F_OCk‘ NA Lock: JK-serier 132
Overfor brickans innehall till Aesculap Perforerade korgar:
perforerade korgar. JF-serier
Bengraftssystem
Botten: BG-8070 Botten: JK-serier (Massiv botten)/
JN-serier (perforerad botten) 134

Lock: JK-serier

6,5/7,3 mm kanylerat
skruvsystem

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

Botten: 80-3684, 80-3919, 80-
3921, 80-3934, 80-4001

Lock: 80-3683, 80-3920, 80-
3922, 80-3935, 80-4002

4,0 mm kanylerade
skruvsystem

Botten: JN-serier (pgyf
botten) 132
Lock: JK-serie

Brickor: 80-0308, 80-0344, 80
0345, 80-0525, 80-0346, 80
0785(valfritt), 80-0136 (valfritt),
80-0347 (valfritt)

Nyckelbensplateringss
ystem

Nyckelbensplateringss
ystem (med
uppdaterade bla
brickor)

Armbagsplateringssyst
em
0677, 80-0678,80-0629

132

Botten: JK-
JN-serier (perfor
Lock:

Botte
N»se“er (perforerad
ck: JK-serier

0876, 80-0877

Botten: NA Botten: JK-s otten)/ 132
Stangsystem for fibula | Lock: NA JIN-segier (p€'fo )
Brickor: 80-0117, i 134
Stangsystem for en: JN-serier (perforerad
132
underarm )
-serier
- L ptten: JN-serier (perforerad
L&sningar for
underarmsf] botten) 132
Lock: JK-serier
Botten: JK-serier (Massiv botten)/ 132
Handpléaterin JN-serier (perforerad botten)
Lock: JK-serier 134
Botten: NA ) )
- JK- 132
Storacurskz | Lok NA B e e ot
skruvsystem Brickor: 80-0870, 80-0871, 80- . )
Lock: JK-serier 134
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Systemnamn

Modularsystem med

L&dbotten och -lock eller
bricka/fristdende caddy-
delnummer

Aesculap delnummer (anvéand
behallare av 1dmplig storlek)
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Angsteriliseringsparametrar for forvakuum

Exponeringstemp
eratur

(°C)

Torktid

(minuter)

Exponeringstid
(minuter)

underarmsplatta

fotleds- och Brickor: 80-0427, 80-0428, 80- Botten: JN-serier (perforerad
Calcaneal-brickor OR 1501 (Caddy), 80-0744 (Valfritt), bottenj 132 4 30
framfots- 80-0434 (Valfritt), 80-0590 Lock: JK-serier
/mellanfotsplateringsbr | (Valfritt) '
ickor
Botten: JN-serier (perforerad
M | botten)
ittaxe Brickor: 80-0183 Lock: JK-serier 132 4 30

Aesculap Perforerade ko,
JF-serier

Modulart handsystem

Botten och Lock: PL-WFO1

Uppsattning 1Brickor: 80-1928,
Polarus 3-1osnin 80-1929,80-1930
9 Uppsattning 2 Brickor: 80-1934,
80-1935, 80-1936
Polarus humerusstang | Brickor: MS-9000 (brj ock: JK-serier
Aesculap Perfo de
JE-serier
Acutrak -S Sl assiv botten)/ 4 30
skruvborttagningssyst forerad botten)
em 134 3 30
132 4 30
Reamer-system for
. Botten och Lock: MTP&50
sma leder
134 3 30
Bassats forsma Botten: 80- f%g;?g:étgifgﬁ::; en/ 132 4 30
fragment o 80-2384/ 80-2683 serier 134 3 30
Total 2123 tten: JK-serier (Massiv botten)/ 132 4 30
handledsfusionsglate ¢ JN-serier (perforerad botten)
or:80-0346, 80-1223 Lock: JK-serier 134 3 30
Botten: JK-serier (Massiv botten)/ 132 4 30
JN-serier (perforerad botten)
(Osteotomi-system) Lock: JK-serier 134 3 30
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Symbollista
Symbol Beskrivning
_}_ Harkorssymbolen &r ett registrerat varumérke som tilhér Acumed. Symbolen kan visas ensam eller med namnet
. Acumed.
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Ek Bilgi
Aesculap® Rijit Sterilizasyon Konteynerlerinde Sterilizasyon

Bu Talimatlar Cerrahlarin kullanimina ve Saglik Meslegdi Mensuplarini desteklemeye yoneliktir.

TR talimatlari, Tlrkge dili konusulan tlkelerdeki kullanicilara yéneliktir.

o XN\J

ACIKLAMA \
Asagida listelenen Acumed sistem konfigUrasyonlari, belirtilen Aesculap sterilizasyon kon%eri de
sterilizasyon igin valide edilmistir. Q @

KULLANIM BILGILERI

implant ve enstriiman sistemleri icin Acumed Kulla Q
http://www.acumed.net/ifu adresinde bulunabilir. Bu asyonlar,

3 . TS
3 llanim bilg NK
kontrendikasyonlar, uyarilar, onlemler, yan etkiler, temizj alimatlanv wapancer@l atine
saklama talimatlarini icerir. V ‘ K
Indan temin @'matlarA @Oge Numarasina gore
3
Stig.

*

Ek Aesculap Kullanim Talimatlar,
http://www.aesculapusa.com/ adr lunabilirve A ullanilmadan énce

steril kopteyne
incelenmelidir. Oge Numar abloda ver@ K
STERILITE ® 6

e Steril olmayan ciha m pargalar n @kilde yerlestil amen dolu olan tepsilerde asagida
listelenen sterilizasyon parametrefes llarak vali iImigtir. Sterilizasyon, Aesculap tarafindan temin
larak tam alidir.

edilen ek Kullanim Talimatlar
TEMIZLEME E

’ @
e Aesculap %&on kont leriMip temizligi, Aesculap tarafindan temin edilen Kullanim Talimatlarina
goresta ahdir. KJ
i

o Ac o erinin te@, art@ln parca numarasiyla Acumed tarafindan saglanan parca veya

S
|

istepnin Rullanim Talimatlarina uygun olarak tamamlanmalidir.

STERILIZASYON &:

e Bu drlnler steril degildir ve kullanim 6ncesinde hastane tarafindan sterilize edilmelidir. Steril olmayan
cihazlar, tim parcalarn 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.


http://www.acumed.net/ifu
http://www.aesculapusa.com/
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e Dinamik hava ¢ikarma (6n vakum) otoklav teknigi ile sterilizasyon islemini gerceklestirin.
- Yercekimireplasman sterilizasyonu tavsiye edilmez.
- Hizh (flash) sterilizasyon tavsiye edilmez.
e Birden fazla seti veya cihazi sterilize ederken sterilizatoriin maksimum yuk sinimnin asiimadigindan emin
olun.
e Konteynerleri Ust Uste yigmayin; bu, buharin nifuz etmesini ve kurumayi engelleyebilir.
e Sterilizator Ureticisinin talimatlarina bakin ve dogru kurulum, kalibrasyon, kullanim ve sirekli bakim
uygulandigindan emin olun.
e Sterilize edilen 6geler, kullanim dncesinde oda sicakligina sogutulmalidir. Bu da glvenli kgll e
yogunlasmanin dnlenmesini saglar.
o ANSI/AAMI ST79:2017* gibi mevcut durumda endustrinin en iyi uygulama kilavuzlarin ime

(Tibbi Cihazlan Gelisti rligi). Saglik
I kilavuz (Compre e guide to steam

SRS

* Association forthe Advancement of Medical Instrumentation
tesislerinde buharla sterilizasyon ve sterillik glvencesiicin
sterilization and sterility assurance in health care facilitiegf) AA

e Asagidaki tabloda, sistem icin gerekli Sterilite @lvegee Dizeyi (SAL) o b dizeyine efi
dogrulanan* minimum parametreler gosteriime ir. E

cihazlarigin gecerlidir.
- Sterilizasyon parametreléri, y g&tabloda belirfilen"Acumed ve Aesclla
parca numaralarinda uy eKilde saklanan zlamicin gecerlidir.

- Cihaz temizligi, isl e asyon yongeml kkinda detagh bilgi icin sistemin Kullanim
Talimatlarina baki @
O L 4

Onemii: V @
- Sterilizasyon parametreleri, ya @ matlara uygun seki etem'zeng&mamen kuruyan

lama muhafazasi

L




@ Ek Bilgi

Vakapake edilen Konfigiirasyonlar ve Parametreler:
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Kutu Tabani ve Kapagdi veya

Aesculap Parga Numaras|

| On Vakum Buhar Sterilizatori

Sistem Adi Tepsi/Bagimsiz raf parga (Uygun boyutlu konteynerler Ekspoziir Ekspoziir Siiresi Kurutma Siiresi
UREGELD Sl Sicakigi ¢C) (dakika) (dakika)
Alt NA_ Alt: JK serisi (Masif alt)/ JN serisi 132 4 30
Aculoc 2 Kaplama Kapak: NA (delikii alt
Sistemi Tepsiler: 80-0347, 80-0346, 80- Kapak: JK serisi
0754, 80-0787, 80-0752 pare 134 3 30
AltNA Alt: JK serisi (Masif alt) N serisi 132 g 30
Kapak: NA (delikli alt) \ -
Tepsiler: AT2-005, AT2-006, Kapak: JK serisi
AT2-007, AT2-004, 80-1527 par 134 3 30
Acutrak 2 Vida Sistemi
. isi i y 132 4 30
Kapak: 80-0809, 80-0812 g';lfk'i Zlet)”s' Mesifatyg@seggh | = | v 4
Tepsiler: 80-0808, 80-0811 . .
Kapak: JK serisi 134 3 0@
. > 30
Acutrak 2 Alt: 80-1527 serst & ________:‘_ L D
Mikroekstansiyon Kapak: 80-1534 \ 0
Acutrak Fusion Alt ve Kapak: ATF-060 30
Anatomik Radius Bast | 1opgiier TR-0004, TR- 25 70
Sistemi
_ _ Alt: NA serisi 132 4 30
Anatomik Radius Basi | Kapak: NA
Cozumleri Tepsiler: 8082
0365, A 3 30
Alt: 80-3640/8
4 ) 132 4 30
Anatomik Radius Bagi | Kaps HMasif altjiUN
Cozimleri 2 Tepsile . o
: ak: JK serisi
4042, 80-4043 134 3 30
: isi isi 132 4 30
Ayak Bilegi Kaplama | Alt: 80-2340 g't‘l,JkK Set”s sers!
Sistemi 3 Kapak: 80-2341 (de kgl
Kapak: erl 134 3 30
Alt: NA erisi (Masif alty JN serisi 132 4 60
iklijalt)
Arc El BilegiKulesi T JK serisi
e sculap Perforated Basket: JF 134 3 60
serisi
Alt: JK serisi (Masif alt)/ JN serisi 132 4 30
(delikli alt)
Kapak: JK serisi 134 3 30
. i ; o 132 4 30
Biotrak Yeniden (Adlgan}E Sai)“SI (Masif alt) JN serisi
Sogurucu Vida Kapak: 80-0518 ) .
Kapak: JK serisi 134 3 30




@ Ek Bilgi

Sistem Adi

Kutu Tabani ve Kapag! veya
Tepsi/Bagimsiz raf parga

Aesculap Parga Numaras|

(Uygun boyutlu konteynerler
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On Vakum Buhar Sterilizatorii

Ekspozir

Ekspoziir Stresi

Kurutma Stiresi

MU LUl Sicakiigi (C) (dakika) (d akika)
Alt: NA
) Alt: JN serisi (delikli alt)
Kapak: NA Kapak: JK serisi 132 4 30
Tepsiicerigini delikli sepetlere Aesculap Deliklisepet: JF serisi
aktarin.
Kemik Grefti Sistemi
Alt: BG-8070 Alt: JK serisi (Masif alt)/ JN serisi .
(delikli alt) 134 30
Kapak: BG-8070 Kapak: JK serisi \
6,5/7,3 mm Kandllt Tepsiler: 80-1825, 80-1827, 80- Alt: JN serisi (delikli alt) 132 30

Vida Sistemi

2020

Kapak: JK serisi

4,0 mm Kanullu Vida
sistemi

Alt: 80-3684, 80-3919, 80-3921,
80-3934, 80-4001

Kapak: 80-3683, 80-3920, 80-
3922, 80-3935, 80-4002

Klavikula Kaplama
Sistemi

Tepsiler: 80-0308, 80-0344, 80-
0345, 80-0525,80-0346, 80-
0785(opsiyonel), 80-0136

(opsiyonel), 80-0347 (opsiyong

Klavikula Kaplama
Sistemi (guncellenmis
mavi tepsilerle)

379opsiyonel), 80-
(opsiyonel), 80-0347

JK serisi (Masif
delikli alt)
Kapak: JK serisi

. ) . . 4 30
Dirsek Kaplama AItA_J ist{Ma It)/ JN serisi
) ) (delikli a
Sistemi , . )
Kap 1S 134 3 30
4
: t: JK serisi (Masif alt er 132 4 30
Fibula Cubuk Sistemi Kapak: NA likli alt)
Tepsiler: 80-0117,80-0116 Kapak: JK serisi 134 3 30
- ) ) ) \ Alt: J
On Kol Cubuk Sistemi | Tepsiler: ROD-1004(te ) 132 4 30
On K{oluFrakt‘uru Tepsiler: 8071916, 80- 132 4 30
Cozimleri 19
-
A& It: JK serisi (Masif alty JN serisi 132 4 30
El Kaplama Sls‘eml 18 80-0346, 80- 8 E<aeI|;<lI<|'aJI’:<) corel
1318] 80-1817 P 134 3 30
Alt: JK serisi (Masif alt)/ JN serisi 132 4 30
delikli alt
Vida Sistem 0870\0-0871,80- | @elial
2. Kapak: JK serisi 134 3 30
AvakBilegi ve TOPUK | 1o 0 800427, 80-0428, 80-
KemigitepsileriVEYA 1501 (Caddy), 80-0744
On Ayak Orta Ayak (Opsiyonel), 80-0434 Alt: JN serisi(delikli alt) 132 4 30

Kaplama Tepsileriile
Moddler Alt Ekstremite
Sistemi

(Opsiyonel), 80-0590
(Opsiyonel)

Kapak: JK serisi




@ Ek Bilgi

Sistem Adi

Kutu Tabani ve Kapag! veya

Tepsi/Bagimsiz raf parga
numaralan

Aesculap Parga Numaras|
(Uygun boyutlu konteynerler
kullanin)
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On Vakum Buhar Sterilizatorii

Ekspozir
Sicaklig: (°C)

Ekspoziir Stresi

Kurutma Stiresi

(dakika) (dakika)

On Kol Orta Kisim

Alt: JN serisi (delikli alt)

Plaka Tepsisi Tepsiler: 80-0183 Kapak: JK serisi 132 4 30
P Aesculap Deliklisepet: JF serisi
Alt: JK serisi (Masif alt)/ JN serisi 132
Moddler El Sistemi Alt ve Kapak: PL-WFO!1 (delikli alt)
Kapak: JK serisi 134
Grup 1 Tepsiler: 80-1928, 80-
bl epster Alt: JK serisi (Masif alt)/ JN serisi 132
Polarus 3 Cozimi 1929, 80-1930 (delikli alt)
Grup 2 Tepsiler: 80-1934, 80- Kapak: JK serisi
1935, 80-1936 par 134
Polarus Humeral S .
Cubuk Tepsiler: MS-9000 (Tepsiler) 132
_ , 4
Acutrak Vida Cikarma | Alt: 80-0587
Sistemi Kapak: 80-0588
\ iSi (d?|lk|l alt) 132 4 30
: JK serisi
KLFJf”kaZY Ek'e‘m Alt ve Kapak: MTP-05
ayba sisteml Alt: JK serisi (Magif alt
(delikli alt) 134 3 30
Kapak: JK
4 30
Kucuk Boy Parcacik Alt: 8
Tabani Seti Kap 4/ 30-2683
134 3 30
Nl
! S i 132 4 30
Total EIBilegi Fusion | Kapak: 80-2123 \ (délﬁk}i Zi)”s' (Masi,
Kaplama Sistemi Tepsiler:80-0346, 80-122 . L
Kapak: JK se 134 3 30
Ulna Kisaltma Plakas| Alt: JK se alty JN serisi 132 4 30
(Osteotomi Sistemi) | Alt:80-0512 (deliki alt)
Kapak: 8 . v
JK serisi 134 3 30

N
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These materials contain information about products that may ormay not be available in any
particular country or may be available under different trademarks in different countries. The
products may be approved or cleared by governmental regulatory organizations for sale or
use with different indications or restrictions in different countries. Products may not be
approved foruse in all countries. Nothing contained in these materials should be construed
as a promotion or solicitation forany product or forthe use of any product in a particular way
that is not authorized underthe laws and regulations of the country where the readeris
located. Nothing in these materials should be construed as a representation or warranty as
to the efficacy or quality of any product, northe appropriateness of any product to treat any
specific condition. Physicians may direct questions about the availability and use of the
products described in these materials to their authorized Acumed distributor. Spéei
questions patients may have about the use of the products described infthese mat:
the appropriateness fortheirown conditions should be directedto z‘@ir
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