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For the full instructions for use visit:

Pour le mode d’emploi complet, visitez le site :

Die vollstandige Gebrauchsanweisung finden Sie unter:
Per le istruzioni per 'uso complete visitare:

Para ver las instrucciones de uso completas, visite:

Para as instrucdes completas de utilizacao visite:

Ga voor de volledige gebruiksaanwijzing naar:

For att fa tillgang till hela bruksanvisningen, besdk:

Se hele brugsanvisningen her:

Taydelliset kayttdohjeet ovat osoitteessa:

Ma TARpeIg odnyieg Xxpriong, ETTIOKEPTEITE:

Petng instrukcje uzytkowania mozna znalez¢ na stronie:
Kullanma talimatlarinin tamami icin su adresi ziyaret edin:
[nsi nony4eHnst NONHbIX UHCTPYKLUIA MO SKCNyaTaummn noceTuTe:
Pro Uplny ndvod k pouziti navstivte:

A teljes hasznalati utasitasért ldtogasson el ide:

Uplné pokyny na pouzitie najdete na:

For en komplett bruksanvisning, ga til:

Za celotna navodila obiscite:

3a NMbHWUTE MHCTPYKUMK 3a ynoTpeba nocetete:

Pentru instructiunile de utilizare complete, accesati:
Taieliku kasutusjuhendi leiate aadressilt:

LietoSanas instrukcijas pilna versija ir pieejama Saja timek|a vietné:
Potpune upute za upotrebu pronadite pod:

Kompletna uputstva potrazite na adresi:

ISsamig naudojimo instrukcija rasite:
BXRTEERIRE, EhE:

BEITEERIERRIE, B!
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If you have any questions, please contact our customer service representatives at 1.888.229.2875. / Pour toute question,
veuillez contacter nos représentants du service clientéle au 1.888.229.2875. / Wenn Sie Fragen haben, wenden Sie sich

an unsern Kundendienst unter 1.888.229.2875. / In caso di domande, contattare gli addetti all’assistenza clienti al numero
1.888.229.2875. / Si tiene alguna pregunta, péngase en contacto con nuestros representantes de servicio de atencién al
cliente al 1.888.229.2875. / Se vocé tiver alguma duvida, entre em contato com nossos representantes de atendimento

ao cliente pelo telefone 1.888.229.2875. / Neem voor vragen contact op met onze medewerkers van de klantenservice op
1.888.229.2875. / Om du har fragor, var god kontakta vara kundtjanstrepresentanter pa telefon 1.888.229.2875. /

Hvis du har spergsmal, bedes du kontakte vores kundeservicerepraesentanter pa 1.888.229.2875. / Jos sinulla on kysyttavaa,
ota yhteytta asiakaspalveluumme puhelinnumerossa 1.888.229.2875. / Av £xeTe EPWTATEIS, ETTIKOIVWVIOTE JE TOUG QVTITIPOCWTTOUG
NG €§uTTNPETNONG TrEAaTWY pag oTo 1.888.229.2875. / Wszelkie pytania nalezy kierowac do przedstawicieli dziatu obstugi

klienta pod numerem telefonu 1.888.229.2875. / Herhangi bir sorunuz varsa, litfen su numaradan musteri hizmetleri
temsilcilerimizi arayin: 1.888.229.2875. / Ecnu y Bac ecTb kak1e-nmbo BOMpockl, CBSKUTECH C NPeACTaBUTENAMM Hallel Cryxobl
noaaepkkn KnmeHToB no TenedoHy 1.888.229.2875. / Mate-li néjaké dotazy, obratte se na nase zastupce sluzeb pro zakazniky
na ¢isle 1.888.229.2875. / Ha barmilyen kérdése van, kérjik, vegye fel a kapcsolatot Uigyfélszolgalati képviselSinkkel az
telefonszamon 1.888.229.2875. / Ak mate akékolvek otazky, obratte sa na nasich zastupcov zékaznickeho servisu na &isle
1.888.229.2875. / Hvis du har noen spgarsmal, ta kontakt med vare kundeservicerepresentanter pa 1.888.229.2875. / Ce imate
kakrsna koli vprasanja, se obrnite na nase predstavnike sluzbe za stranke na 1.888.229.2875. / Ako nmate HsiKakBU BbMNPOCH,
MOrsi, CBbPXKETE Ce C HalluTe NpeacTaBuTenu 3a o6CnyXBaHe Ha knveHTn Ha 1.888.229.2875. / Daca aveti intrebari, va rugam sa
contactati reprezentantii departamentului nostru de relatii clienti la 1.888.229.2875. / Kusimuste korral votke ihendust meie
klienditeenindusega 1.888.229.2875. / Ja rodas jautajumi, lGdzu, sazinieties ar mtsu klientu apkalposanas nodalas parstavjiem
pa talruni 1.888.229.2875. / Ako imate bilo kakva pitanja, nazovite predstavnika nase korisni¢ke sluzbe na 1.888.229.2875. /
Ako imate pitanja, obratite se predstavnicima korisni¢ke podrske na 1.888.229.2875. / Jei turite klausimy, susisiekite su masy
klienty aptarnavimo atstovais telefonu 1.888.229.2875. / ANE{EA&EE], 5 1.888.229.2875 SR INEFIRSBAERFER, /
BIHIRERD, FIRFTERE 1.888.229.2875 HMEMNE SRR, / 220 A= 4% 1.888.229.28752| 17 AMH|A [HEHS 2
ZOSHUAIR. / TARBAGEN T EWVELEL, NTFTOAR A Y- —EXBEELETHEMI\EhE {2\ 1.888.229.2875



The instructions provided within have been validated by the device manufacturer as being capable of reprocessing
reusable medical devices.

Individual sterilizers, instrument cleanliness, specific loading of instrument trays, types and geometry of
instruments, sterilization containers, filters, and wrappings vary at each location.

READ THIS SECTION BEFORE PLACING PRODUCT INTO SERVICE

INTENDED USE/INDICATIONS FOR USE SUMMARY
The Instrument Protection Systems cassettes/trays are intended to contain and protect reusable medical devices during transport,
sterilization, and storage. Instrument Protection System cassettes/trays are used to organize and protect other medical devices that
are sterilized by a healthcare provider. Instrument Protection System cassettes/trays are intended to allow sterilization of the enclosed
medical devices during these sterilization cycles:

= Pre-Vacuum Steam (EN 285)

= Ethylene Oxide (ISO 11135)

= Validated Gas Plasma Sterilization i.e.

= STERRAD® 100S Standard = STERRAD® 100NX® Standard
= STERRAD® 100NX® Express = STERRAD® 100NX® Flex
= STERRAD® NX°® Standard = STERIS® AMSCO® V-PRO 1% V-PRO 1Plus, V-PRO maX and V-PRO maX 2

The Instrument Protection System cassettes/trays are intended to be used in conjunction with a legally marketed wrap, Aesculap® rigid
containers, or Genesis™ rigid containers. The Instrument Protection System cassettes are not intended on their own to maintain sterility.
A full list of device models is provided in Appendix A.

DEVICE DESCRIPTION

Summit Medical Instrument Protection Systems are cassettes/trays used to enclose and hold surgical instruments and instrument
accessories in an organized manner during the sterilization process and subsequent storage and transportation. The cassettes/trays do
not have direct patient contact. The cassettes/trays by themselves do not maintain sterility. The cassettes/trays are different sizes of the
same basic configuration: a rectangular base with latchable cover. The cassettes/trays have perforations to allow sterilant penetration.
The cassettes/trays contain silicone inserts in the base and/or cover to hold, organize, and protect the surgical instruments within the
cassette/tray during the sterilization process and subsequent storage and transportation.

INTENDED USER
The Instrument Protection Systems are intended to be used by healthcare professionals in the operating room and sterile processing
department for transportation, sterilization, and storage of medical devices.

LIMITATION ON PROCESSING
1. The end of useful life on the Instrument Protection System is a minimum of 25 sterilization cycles. Inspect the tray before use for
wear and damage caused by use. Discontinue use if visible signs of wear are present, including corrosion, mechanical failures,
cracking, peeling, flaking, broken welds, damaged feet, damaged latches, damaged Hold-Its®/Hold-Downs®, discoloration, etc.

2. See Table 2 for sterilization methods and configurations.

3. DO NOT OVERLOAD Systems or components.

4. DO NOT OVERLOAD individual Hold-Its® slots. Load only one instrument per Hold-Its® slot.

5. For rigid container users, DO NOT WRAP Systems or components and place inside of container for sterilization.

6. Inside of sterilizers, DO NOT STACK individually wrapped or containerized Systems or components. Separate wrapped or
containerized Systems or components from each other or any other items on separate shelves of the sterilizer to allow for
maximum sterilant flow.

7. The use of non absorbent tray liners (e.g. silicone fingered organizing mat) can cause condensate to pool. If visible moisture is
present, re-sterilize with a longer dry time.

8. The total weight of the container system (e.g. container, tray, and instrument load) must not exceed 25 pounds (11.34 kg).

9. Instruments (e.g. endoscopes and instruments with lumens or channels) should be prepared and sterilized according to the
instrument manufacturer’s instructions.

10. It is the responsibility of the processor to maintain specific validations for the terminal sterilization process being applied to the
configurations of instruments and containers being presented to the sterilization process.




WARNINGS
= For aluminum Systems, use only neutral pH (6.0 - 8.5) detergents to avoid damaging the finish. A detergent with a highly acidic or
highly alkaline pH could permanently damage the anodized aluminum finish of the cassette and metal components.
= Do not use if package is damaged or unintentionally opened prior to use.

Note: Clean and inspect cassettes according to the instructions provided prior to placing into service.

UNIVERSAL PRECAUTIONS
" Personnel should wear all personal protective clothing and equipment as required by their employer’'s/department’s operating
procedures for the contamination level they will be exposed to.
= Keep dissimilar metals separated during sterilization to prevent corrosion.

POINT OF USE
Remove gross soil with disposable cloth/paper wipe. Contaminated components should be kept moist until qualified cleaning processes can
be applied.

CLEANING

Refer to the instrument manufacturer’s instructions for use for specific instructions for cleaning the instruments in the cassettes.
Use one of the following validated cleaning options to clean the cassette/tray is recommended.

Use only neutral pH (6.0 - 8.5) solutions, mildly alkaline and free of sodium carbonate to avoid damaging finish for aluminum cassettes.
DO NOT use scouring pads or abrasive cleaners. DO NOT store cassette in liquid.

1. Manual Gross Decontamination:
A. Materials needed: Neutral pH (6.0 - 8.5) enzymatic detergent, soft bristle brush, and running water.

B. Remove all visible soil and contaminates using a soft bristle brush. The entire cassette should be immersed while cleaning, to aid in the
removal of contaminates and to reduce splashing of detergent on personnel, for a minimum of 2 minutes.

C. Rinse thoroughly for a minimum of 1 minute with clean water to remove all detergent. See rinsing instructions on the detergent label.

2. Ultrasonic Clean:
A. Prepare enzyme wash in an ultrasonic cleaning unit.

B. Place a single cassette in the detergent and run for a minimum of ten minutes.
C. Rinse for a minimum of 2 minutes with cold tap water.

D. Visually inspect cassette for contaminates. Repeat the cycle if necessary to remove visible contamination.

3. Automated Washer:
The Instrument Protection Systems have been validated for the automatic wash system cycle listed in Table 1. Qualification of specific
parameters will need to be conducted by the processor.

Table 1
Note: After completion of an automatic wash cycle, visually inspect the
CYCLE WATER TEMPERATURE | CLEANING PROCESS System (cassette and accessories) for any remaining visible soil.
All visible soil must be removed by hand cleaning, brushing, ultrasonic,
Re-Circulation Time: or additional automatic cycles prior to sending to sterilization.

Pre-Wash 1 & 2 Cold Tap Water 2 Minutes

Enzyme Wash Hot Tap Water Soaking Time:

4 Minutes
Wash 1 Heated at 150°F (65.5°C) Ee;/ﬁ:ﬁ;ztion Time:
Rinse 1& 2 Hot Tap Water E';a:ﬁz;atio” Time:
DISINFECTION

Systems are intended to be terminally sterilized.

MAINTENANCE, INSPECTION, AND TESTING
Systems may be reused until unacceptable deterioration such as corrosion, cracking, rust, peeling, flaking, discoloration, or mechanical
failure occurs.

Signs of Mechanical Failure Include:
= Broken or cracked corners or welds
= Broken or non-working latches
= Missing, torn, or cut silicone inserts
= Missing or damaged feet




ASSEMBLY

1. Place the instruments in the predetermined holders or area defined by the locating posts so that all instrument surfaces will be
exposed to sterilant. See Figure A. Be sure that only one instrument is in each slot. When possible, disassemble or open all parts
of the instrumentation per the instrument manufacturer’s instructions.

DO NOT overload holders or exceed weight limits of cassettes. See Appendix A.

Figure A.

Note: Instruments (e.g. endoscopes and instruments with lumens or
channels) should be prepared and sterilized according to the
instrument manufacturer’s instructions for use.

2. Ensure that handles are positioned inside the cassette (retracted position). Shown in Figure B.

Figure B.
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3. Place the cassette cover on the cassette base ensuring that the latches are properly positioned with the latch slot on the cassette
cover, then close the latches. See Figure C.

Figure C.
Unlatch
] \ . N Note: The latches are offset so that the cassette cover always aligns
‘_‘—HH—\J properly with the base. This ensures that the holders are aligned
\ : when the cover is secured. See Figure D for proper alignment.

DO NOT force the cassette cover onto the cassette base as it may
damage instruments and the cassette.

1 N

Figure D.
Improper Alignment Proper Alignment




PACKAGING
Systems may be wrapped with a legally marketed wrap or placed in a legally marketed rigid container.
Refer to the Indications for Use statements found in the instructions for use.

Using with Wrap:
1. Before wrapping the cassette, ensure it has the proper foot style. R should be used with wrap. See Figure F.

Figure F.

‘R’ or Rounders\Corner Guards (for wrap) /‘

‘TF’ or Tall Foot\(for Rigid Containers) \‘ f

2. Wrap the cassette using legally marketed wrap per the wrap manufacturer’s instructions.
3. Sterilize the pack using one of the sterilization cycles listed in the instructions for use.

Using with Rigid Container:
Refer to the Indications for Use statements found in the instructions for use.

1. Before placing the cassette in a rigid container ensure it has the proper foot style. TF should be used with a rigid container.
See Figure F.

2. Place the cassette into the rigid container. Follow the container manufacturer’s instructions for sealing the container.
Note: Do not wrap the cassettes before placing into the container for sterilization.

3. Sterilize the container and contents using one of the sterilization cycles listed in the instructions for use.

Additional Information:
To remove the cassette from a rigid container aseptically, follow container manufacturer’s instructions for use.

1. With gloved hands, place palms outward and reach through the openings in the cassette cover.

2. Grasp the cassette handles and lift to their raised position. See Figure G.

Figure G.

3. Tilt the handles inward, away from the sides of the rigid container, and lift the cassette out of the container being careful to not
touch the top or outside of the container.

4. Place cassette on a sterile surface.




STERILIZATION

See Table 2 for typical sterilization parameters that have been qualified for the sterilization of Systems.

Table 2.
STERILIZATION METHOD CYCLE (times)

Pre-Vacuum Steam Parameter:
Temperature 270°F (132°C)
Expose Time 4 minutes
Dry Time 30 minutes

Ethylene Oxide (EO) Preconditioning:
Temperature 131°F (55°C)
Relative humidity 70 £15%
Precondition time 1 hour

Sterilization:

Exposure time 120 minutes
Temperature 131°F (55°C)
Aeration time 12 hours

STERRAD 100S Standard

STERRAD 100NX Standard

STERRAD 100NX Express

STERRAD 100NX Flex

STERRAD NX Standard

STERIS AMSCO V-PRO 1 Standard

STERIS AMSCO V-PRO 1PLUS Lumen, Non-Lumen

STERIS AMSCO V-PRO maX Lumen, Non-Lumen

STERIS AMSCO V-PRO maX 2 Lumen, Non-Lumen

Summit Medical has validated the following sterilization methods:
= The 4 minute autoclave sterilization cycle in legally marketed wrap, Aesculap rigid container or Genesis rigid container cleared by the FDA.
= The Ethylene Oxide (EO) sterilization cycle in legally marketed wrap and a Genesis sterile container cleared by the FDA.
= The STERRAD 100S Standard sterilization cycle in legally marketed wrap and an Aesculap rigid container cleared by the FDA.
= The STERRAD T00NX Standard sterilization cycle in legally marketed wrap and an Aesculap rigid container cleared by the FDA.
= The STERRAD T00NX Express sterilization cycle in legally marketed wrap cleared by the FDA.
= The STERRAD T00NX Flex sterilization cycle in legally marketed wrap and an Aesculap rigid container cleared by the FDA.
= The STERRAD NX Standard sterilization cycle in legally marketed wrap and an Aesculap rigid container cleared by the FDA.

= The STERIS AMSCO V-PRO, V-PRO 1PLUS, V-PRO maX and V-PRO maX 2 sterilization cycles in legally marketed wrap and an Aesculap
rigid container cleared by the FDA.

DO NOT exceed the load capacity of the sterile container as specified by the manufacturer.
Use an FDA cleared accessory to maintain sterility.
Please consult the sterilizer instruction manual to ensure intended loads are compatible with the intended sterilization cycle.

Please consult the container instructions for use to ensure that the intended load is compatible with the FDA cleared loads for the container.




INDICATIONS FOR USE

4 Minute Steam, Wrap & Aesculap® Rigid Container

InstruSafe® Instrument Protection System cassettes are used to organize and protect other medical devices that are sterilized by a
healthcare provider. InstruSafe Instrument Protection System cassettes are intended to allow sterilization of the enclosed medical
devices during a pre-vacuum steam sterilization cycle. The InstruSafe Instrument Protection System cassettes are intended to be used
in conjunction with a legally marketed wrap or Aesculap rigid container. The InstruSafe Instrument Protection System cassettes are not
intended on their own to maintain sterility.

Autoclave Sterilization Parameter Lumen Claims for 4 Minute Pre-Vacuum Steam Sterilization Cylcle
Cycle Pre-Vacuum
N N Summit Cassette Model Minimum Inside Maximum Number of
Temperature 270°F (132°C) Diameter Length Lumens
Exposure Time 4 minutes
IN-8823-CF 3mm 400mm 4
Minimum Dry Time 30 minutes
IN-8823-CF 3mm 200mm 2
Summit Cassette Model Aesculap Container Model
IN-2880 Tmm 76mm 2
IN-8823-AE *JN444
IN-2880 3mm 177mm 1
IN-2880 *JK444
IN-6105 5mm 241mm 1
IN-6105 *IN742
IN-2681 Tmm 65mm 1
*Validated by Summit Medical for use in Pre-Vacuum Steam sterilizers
ONLY operating at 270°F (132°C) for 4 minutes exposure time. Consult IN-2681 3mm 200mm 1
contlaf/'ne'r instructigns tq ensure that contgnts do not exceed the IN-7823 1mm 400mm 17
sterilization container’s intended load claims.

4 Minute Steam, Genesis™ Rigid Container

InstruSafe® Instrument Protection System cassettes are used to organize and protect other medical devices that are sterilized by a
healthcare provider. InstruSafe Instrument Protection System cassettes are intended to allow sterilization of the enclosed medical
devices during a pre-vacuum steam sterilization cycle. The InstruSafe Instrument Protection System cassettes are intended to be used
in conjunction with a legally marketed Genesis rigid containers. The InstruSafe Instrument Protection System cassettes are not intended
on their own to maintain sterility. A full list of device models is provided in Appendix A.

Lumen Claims for 4 Minute Pre-Vacuum Steam Sterilization Cylcle
Summit Cassette Model Ming::rl'rre:g:ide M::ri:;::hm N:Tnk::;:f
IN-2681 Tmm 65mm 1
IN-2681 3mm 200mm 1
IN-6105 5mm 24Tmm 1

Tmm 400mm 5
IN-O000 3mm 400mm 1
5mm 400mm 1




INDICATIONS FOR USE (continued)

8 Minute Steam & Ethylene Oxide (EO), Wrap & Genesis™ Rigid Container

InstruSafe® Instrument Protection System cassettes are used to organize and protect other medical devices that are sterilized by a
healthcare provider. InstruSafe System cassettes are intended to allow sterilization of the enclosed medical devices during Pre-Vacuum
steam or ethylene oxide sterilization cycles. The InstruSafe System cassettes are intended to be used in conjunction with central legally
marketed wrap or with a Genesis rigid container. The InstruSafe System cassettes are not intended on the own to maintain sterility.

Sterilization methods and configurations

Steam 8 Minute Preconditioning at 132°C Ethylene Oxide (EO)
140 count woven wrap 10 minute dry time = 1 hour preconditioning at 131°F (55°C) with relative Humidity of 70 * 15%
Non-woven wrap (Kimberly Clark) | 50 minute dry time * 2 hours exposure at131°F (55°C)
Genesis Container (reference 20 mi . " 12 hours aeration
Table 1 for filter paper to use) minute dry time
Table 1
Genesis Container Genesis Container Filter Paper
CD2-4B FX3-1: 9x9"
CD2-5B FX3-1: 9x9"
CD3-4B FX3-1: 9x9"
CD3-5B FX3-1: 9x9"
CD3-6B FX3-1: 9x9"
CD3-7B FX3-1: 9x9"
CD4-5B FO3-2: 9x6"
CD5-61B FO3-2: 9x6"
CD6-6B FX3-1: 9x9"

See V. Mueller Genesis Sterilizer Container system User’s Operating
Instructions when using any Genesis Rigid Container.

STERRAD® 100S & STERRAD® T0O0ONX® Standard Cycles, Wrap & Aesculap® Rigid Container

InstruSafe® Instrument Protection System cassettes are used to organize and protect other medical devices that are sterilized by a
healthcare provider. InstruSafe Instrument Protection System cassettes are intended to allow sterilization of the enclosed medical devices
during a Sterrad 100S Standard and Sterrad TOONX Standard sterilization cycles. The InstruSafe Instrument Protection System cassettes
are intended to be used in conjunction with legally marketed wrap or Aesculap rigid container. The InstruSafe Instrument Protection
System cassettes are not intended on their own to maintain sterility. A full list of device models is provided in Appendix A.

The following sterilization trays were validated with the corresponding rigid containers:

STERRAD 100 Standard Cycle Lumen Claims for STERRAD 100S Standard and STERRAD 100NX

Standard Cycles

Summit Cassette Model Aesculap Container Model

“JM444
*JM440

IN-8823-AE
4 Stainless steel lumens with 3mm inner

IN-6105 diameter x 400mm length

All appropriately sized
models are listed in
Appendix A with the

exception of IN-2681.

2 Stainless steel lumens with 3mm inner
diameter x 200mm length

STERRAD 100NX Standard Cycle

Summit Cassette Model

Aesculap Container Model

IN-8823-AE
IN-6105

*JM444
*JM440

*Validated by Summit Medical for use in STERRAD 100S Standard Cycle
and STERRAD T100NX Standard Cycle ONLY. Consult container instructions
to ensure that contents do not exceed the sterilization container’s

intended load claims.

1 Stainless steel lumens with 3mm inner
diameter x 200mm length

1 Stainless steel lumens with Tmm inner
diameter x 65mm length

IN-2681




INDICATIONS FOR USE (continued)

STERRAD® NX® Standard Cycle, Wrap & Aesculap® Rigid Container

InstruSafe® Instrument Protection System cassettes are used to organize and protect other medical devices that are sterilized by a
healthcare provider. InstruSafe Instrument Protection System cassettes are intended to allow sterilization of the enclosed medical
devices during a Sterrad NX Standard Sterilization Cycle. The InstruSafe Instrument Protection System cassettes are intended to be
used in conjunction with a legally marketed wrap or Aesculap rigid container. The InstruSafe Instrument Protection System cassettes
are not intended on their own to maintain sterility. A full list of device models is provided in Appendix A.

Sterilization Methods and configurations
- Sterrad NX Standard Sterilization Cycle

Lumen Claims for STERRAD NX Standard Sterilization Cycle
Summit Cassette Model Miné;:::\e:::ide M::ri‘r;;‘m N::‘ﬂ?:;:f
IN-2681 Tmm 65mm 1
IN-2681 3mm 200mm 1
IN-8987-S Tmm 500mm 5
IN-8615 2.3mm 210mm 5
IN-6105 4mm 235mm 1
Note: The worst case validated load based on vent-to-volume calculation

is the IN-268]1 tray.

STERRAD® 1T00NX® Express Cycle, Wrap

InstruSafe® Instrument Protection System cassettes are used to organize and protect other medical devices that are sterilized by a
healthcare provider. InstruSafe Instrument Protection System cassettes are intended to allow sterilization of the enclosed medical

devices during a Sterrad® TOONX Express Cycle. The InstruSafe Instrument Protection System cassettes are intended to be used in
conjunction with a legally marketed wrap. The InstruSafe Instrument Protection System cassettes are not intended on their own to
maintain sterility. The InstruSafe Instrument Protection System has no lumen claims for the Sterrad TOONX Express Cycle.

STERRAD® T00NX® Flex Sterilization Cycle, Wrap & Aesculap® Rigid Container

InstruSafe® Instrument Protection System cassettes are used to organize and protect other medical devices that are sterilized by a
healthcare provider. InstruSafe Instrument Protection System cassettes are intended to allow sterilization of the enclosed medical
devices during a Sterrad TO00NX Flex Sterilization Cycle. The InstruSafe Instrument Protection System cassettes are intended to be used
in conjunction with a legally marketed wrap or Aesculap rigid container. The InstruSafe Instrument Protection System cassettes are not
intended on their own to maintain sterility. A full list of device models is provided in Appendix A.

STERRAD 100NX Flex Sterilization Cycle

Summit Cassette Model Aesculap Container Model
*JM440

*JM440

IN-0000
IN-6105

*Validated by Summit Medical for use in STERRAD T00NX Flex
Sterilization Cycle ONLY. Consult container instructions to ensure that
contents do not exceed the sterilization container’s intended load claims.

Lumen Claims for STERRAD 100NX Flex Sterilization Cycle

Summit Minimum Inside| Maximum | Number of Wrap/Rigid
Cassette Model Diameter Length Lumens Container
IN-0000 Tmm 8somm |1 Wrap + Rigid
Container
IN-8823 Tmm 8somm |1 Wrap + Rigid
Container
IN-7344 Tmm 850mm 1 Wrap The worst case validated load based on vent-to-volume calculation is the
— IN-0000O tray.
IN-6105 4mm 235mm |1 Wrap + Rigid 4 4
Container Note: The IN-O0QO tray is for testing purposes only.




INDICATIONS FOR USE (continued)

AMSCO® V-PRO® Low Temperature Sterilization Cycles, Wrap & Aesculap® Rigid Container
InstruSafe® Instrument Protection System cassettes are used to organize and protect other medical devices that are sterilized by a
healthcare provider. InstruSafe Instrument Protection System cassettes are intended to allow sterilization of the enclosed medical
devices during Amsco V-PRO Low Temperature Sterilization Cycles. The InstruSafe Instrument Protection System cassettes are intended
to be used in conjunction with a legally marketed wrap or Aesculap rigid container. The InstruSafe Instrument Protection System
cassettes are not intended on their own to maintain sterility. A full list of device models is provided in Appendix A.

AMSCO V-PRO Low Temperature Sterilization Systems

Lumen size of instrumentation validated includes:

Sterilizer Standard Cycle Lumen Cycle | Non Lumen Cycle
V-PRO 1 X N/A N/A
V-PRO 1 PLUS N/A X X
V-PRO maX N/A X X
V-PRO maX 2 N/A X X

Summit Cassette Model Mingg:::z:ide Mf:':r:tuhm Nll.]tTn:):;sof
IN-8823 3mm 400mm 2
IN-6105 3mm 200mm 1
IN-2681 Tmm 64mm 1

Summit Cassette Model

Aesculap Container Model

IN-8823
IN-6105

*IM444
*IM742

Note: The worst case validated load based on vent-to-volume calculation

is the IN-268] tray.

*Validated by Summit Medical for use in AMSCO V-PRO Low
Temperature Sterilization Systems ONLY. When using Aesculap
container as sterile barrier, the load (Summit tray and contents), should
not exceed the load claims for the container is weight or load type.

STORAGE

Store terminally sterile cassettes that are wrapped or containerized on storage shelf in a horizontal position. Consult wrap or container
manufacturer for shelf life information.

DISPOSAL

In the event the Instrument Protection Systems do not pass inspection prior to use or have otherwise been deemed no longer fit for
purpose, the devices shall be disposed of in line with local protocol. The method of disposal shall depend on the potential risks of cross-

contamination and infection when the need for disposal is identified.

SERIOUS INCIDENT REPORTING

Any serious incident that has occurred in relation to the device should be reported to the manufacturer and the FDA/competent authority

of the Member State in which the user and/or patient is established.




WARRANTY

LIMITED WARRANTY FOR SUMMIT MEDICAL INSTRUMENT PROTECTION SYSTEM.

THIS LIMITED WARRANTY AND THE REMEDY PROVIDED HEREIN ARE EXCLUSIVE AND IN LIEU OF ALL OTHER
EXPRESS WARRANTIES AND, UNLESS STATED HERE-IN, ANY STATEMENTS OR REPRESENTATIONS MADE BY
ANY OTHER PERSON OR FIRM ARE VOID. THE DURATION OF ANY IMPLIED WARRANTIES OF MERCHANTABILITY
OR FITNESS FOR A PARTICULAR PURPOSE SHALL BE LIMITED TO THE DURATION OF THE EXPRESS LIMITED
WARRANTY. NEITHER SUMMIT MEDICAL NOR ITS AFFILIATES SHALL BE LIABLE FOR ANY INCIDENTAL,
CONSEQUENTIAL OR SPECIAL LOSSES OR DAMAGES, RESULTING FROM THE USE OR INABILITY TO USE THE
SYSTEM, WHETHER RESULTING FROM BREACH OF WARRANTY OR ANY OTHER LEGAL THEORY.

This Limited Warranty gives you specific legal rights, and you may also have other rights which vary from State to State. Some States
do not allow limitations on how long an implied warranty lasts, or do not allow the exclusion or limitation of incidental or consequential
damages, so the above limitation or exclusions may not apply to you.

What Is Covered. Summit Medical warrants the original purchaser that the system enclosed with this Limited Warranty conforms to the
manufacturer’s specifications and is free from defects in workmanship and material for a period of 12 months from the date of original
purchase. If the original purchaser transfers the System to another party, this Limited Warranty will not be enforceable by the party to
whom the product is transferred.

What We Will Do To Correct Problems. Should your System prove defective during this period, you must notify Summit Medical or an
authorized distributor or dealer of Summit Medical. You must permit Summit Medical or its representatives to make such investigation,
examination and tests as Summit Medical deems appropriate and, if requested to do so, you will return the product to the factory at the
address set forth below. Summit Medical’s sole obligation under this Limited Warranty is, at its option, to repair or replace the defective
product or products, without charge for parts or labor. Postage, insurance or shipping costs incurred in presenting your System product
for warranty service are your responsibility.

What Is Not Covered. This Limited Warranty is contingent upon proper use and maintenance of the product; it does not cover products
that have been improperly shipped, or that have been misused, abused, neglected, or improperly maintained, cleaned or stored, or that
have been serviced other than by Summit Medical or an authorized distributor or dealer of Summit Medical or that have been modified
without the express approval of Summit Medical. Failure to follow the directions in the owner’s manual may constitute improper use

or maintenance of the product and causes this Limited Warranty not to apply. This Warranty does not extend to normal wear or to
replacement items.

If you have questions or claims related to this warranty, contact:
Customer Service Department

Summit Medical

815 Vikings Parkway, Suite 100

St. Paul, MN 55121 | USA

www.instrusafe.com

PHONE: 651-789-3939 | 888-229-2875
FAX: 651-789-3979 | 888-229-1941
EMAIL: customerservice@innoviamedical.com
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All custom configure-to-order (CTO) trays manufactured by Summit Medical fall within the indications for use within this IFU. / Tous les plateaux a

configuration sur mesure fabriqués par Summit Medical peuvent étre soumis aux méthodes de stérilisation et configurations décrites dans la section des
recommandations d’utilisation. / Fur jegliche nach auftragsspezifischen Anforderungen gelieferten Schalen, die von Summit Medical gefertigt werden, gelten

die Anwendungshinweise in dieser Gebrauchsanweisung. / Per tutti i vassoi personalizzati (configure-to-order, CTO) prodotti da Summit Medical valgono

le indicazioni per I'uso contenute nelle presenti istruzioni per I'uso. / Todas las bandejas personalizadas de configuracion bajo pedido (CTO) fabricadas por Summit
Medical se encuentran dentro de las indicaciones para su uso dentro de estas instrucciones de uso. / Todas as bandejas personalizadas do tipo CTO (configure-
to-order) fabricadas pela Summit Medical se enquadram nas indicacdes de uso desta IFU. / Alle maatwerkschalen die door Summit Medical worden vervaardigd,
vallen binnen de indicaties voor het gebruik van deze gebruiksaanwijzing. / Alla anpassade tradg byggda pa bestallning (CTO) som tillverkas av Summit Medical
faller inom indikationerna fér anvandning inom denna IFU. / Alle bakker, der er kundespecifikt konfigureret og fremstillet af Summit Medical falder ind under
indikationerne for brug i rammerne af denne brugsvejledning. / Tassé kayttdohjeessa esitetyt kayttdaiheet koskevat kaikkia Summit Medicalin valmistamia
mukautettuja tilauskohtaisesti konfiguroituja (CTO) telineitd. / OAoi o1 iokol Trou kataokeuddovtal amd T Summit Medical pe Siaudpewon Bdoel emBupiag Tou TeAdTn (CTO)
EUTTITITOUV OTIG eVBEIEEIG XPAONG TTOU TTEPIEXOVTAI OTIG TTapoUoeg Odnyieg xprong. / Wszystkie niestandardowe tace produkowane na indywidualne zamowienie (CTO)
przez Summit Medical mieszcza sie we wskazaniach do stosowania w niniejszej instrukcji uzytkowania. /Summit Medical tarafindan Uretilen tim siparise gére
konfiglre edilmis (configure-to-order - CTO) 6zel tepsiler, isbu IFU'daki kullanma endikasyonlari kapsamindadir. / B 0THOLIEHWN BCEX CKOHMUIypUpOBaHHbIX Mo 3akasy
(CTO) notkos npoussogcTea Summit Medical AefCTBYIOT ykasaHHble B HACTOSALLMX UHCTPYKLMSX MO 3KCMflyataumy nokasaHus ans ucnons3osaHus. / Veskeré uzivatelské tacy

na miru vyrobené spole¢nosti Summit Medical se fidi pokyny v tomto Navodu k pouziti. / A Summit Medical altal gyartott dsszes egyedi, rendelésre konfiguralt
(CTO) télcara érvényesek a jelen Hasznalati utmutatdban jelzett hasznalati javaslatok. / Vietky podnosy s konfigurdciou na objednavku vyrobené spolo¢nostou
Summit Medical spadaju pod indikacie pouzitia v rdémci tohto Navodu na pouzitie. / Alle spesialkonfigurerte (CTO) brett som er produsert av Summit Medical,
faller innenfor denne bruksanvisningen. / Vsi konfiguracije pladnjev po narocilu (CTO), izdelane v podjetju Summit Medical, sodijo med indikacije za uporabo v teh
navodilih za uporabo IFU. / YkasaHusTa 3a ynotpe6a B Tean U3Y ca BanuaHu 3a BCUYKM TaBM Mo nopbyka/ KoHUrypuparu no 3asiska (CTO), npousseaeHu ot Summit Medical. /
Toate tavile cu configurare personalizata (CTO) produse de Summit Medical se incadreaza in instructiunile de utilizare din cadrul acestor IDE. / Kdik eritellimusel
(CTO) Summit Medicali toodetud alustele kehtib kdesolev kasutusotstarve. / Visas Summit Medical paplates, kas izgatavotas atbilstosi individualiem klienta
parametriem, atbilst 3is lieto$anas instrukcijas lietosanas indikacijam. / Sve prilagodljive plitice za konfiguriranje po narudzbi (CTO) koje proizvodi Summit Medical
spadaju u indikacije za upotrebu unutar ovog IFU-a. / Sve prilagodene CTO tacne (configure-to-order - konfigurisane prema porudzbini) koje proizvede kompanija
Summit Medical obuhvacéene su indikacijama za upotrebu navedenim u ovom uputstvu za upotrebu. / Visy ,,Summit Medical“ pagal uzsakyma pagaminty (CTO)
padékly naudojimo paskirtis tokia pati, kaip aprasyta $ioje naudojimo instrukcijoje. / Bl Summit Medical Fi&HIFFEESIIZRES (CTO) ITEEPEIETELL IFU hERER
FEBEIZA. / B Summit Medical BIEMIFFEE FIRIZEEAERE (CTO) FEAREPEIETELL IFU PROBREAESEZ M. / Summit MedicalOl M MZES 25 %HEE CTO(Configure-
To-Order) E&f0]= O] IFU L 8= 7| HeI0| HLICE / Summit Medical NIE L 7= R TOIEHHFEE (CTO) ML A . COIFUROERXISREHENICH Y £,

InstruSafe® is a registered trademark of Summit Medical. Genesis™ is a trademark of CareFusion Corporation. Aesculap® is a registered trademark of B. Braun
Company. STERRAD®, 100S°. T00ONX® are registered trademarks of Advanced Sterilization Products (ASP) Divison of Ethicon, Inc. STERIS®, AMSCO®, V-PRO® 1,
V-PRO*® 1 Plus,V-PRO® maX and V-PRO® maX 2 are registered trademarks of STERIS Corporation. All rights reserved. /

InstruSafe® est une marque déposée de Summit Medical. Genesis™ est une marque commerciale de CareFusion Corporation. Aesculap® est une marque déposée
de B. Braun. STERRAD®, 100S®, TOONX® sont des marques déposées d’Advanced Sterilization Products (ASP) Divison of Ethicon, Inc. STERIS®, AMSCO®, V-PRQO® 1,
V-PRO® 1 Plus,V-PRO® maX et V-PRO® maX 2 sont des marques déposées de STERIS Corporation. Tous droits réservés. /

InstruSafe® ist eine eingetragene Marke von Summit Medical. Genesis™ ist eine Marke der CareFusion Corporation. Aesculap® ist eine eingetragene Marke der
Firma B. Braun. STERRAD®, 100S°. TOONX® sind eingetragene Marken von Advanced Sterilization Products (ASP), Geschéaftsbereich von Ethicon, Inc. STERIS®,
AMSCO®, V-PRO® 1, V-PRO*® 1 Plus, V-PRO® maX und V-PRO® maX 2 sind eingetragene Marken der STERIS Corporation. Alle Rechte vorbehalten. /

InstruSafe® & un marchio registrato di Summit Medical. Genesis™ & un marchio di fabbrica di CareFusion Corporation. Aesculap® € un marchio registrato di B.
Braun Company. STERRAD®, 100S®. TO0ONX® & un marchio registrato di Advanced Sterilization Products (ASP) Divison of Ethicon, Inc. STERIS®, AMSCO®, V-PRO®
1, V-PRO® 1 Plus,V-PRO® maX e V-PRO® maX 2 sono marchi registrati di STERIS Corporation. Tutti i diritti riservati. /

InstruSafe® es una marca comercial registrada de Summit Medical. Genesis™ es una marca comercial de CareFusion Corporation. Aesculap® es una marca
comercial registrada de B. Braun Company. STERRAD®, 1005®. TOONX® son marcas comerciales registradas de Advanced Sterilization Products (ASP) Divison of
Ethicon, Inc. STERIS®, AMSCOQO®, V-PRO® 1, V-PRO® 1 Plus, V-PRO® maX y V-PRO® maX 2 son marcas comerciales registradas de STERIS Corporation.

Todos los derechos reservados. /

InstruSafe® é uma marca registrada da Summit Medical. Genesis™ é uma marca comercial da CareFusion Corporation. Aesculap® € uma marca registrada da B.
Braun Company. STERRAD®, 100S°. 100NX® sdo marcas registradas da Advanced Sterilization Products (ASP) Divison of Ethicon, Inc. STERIS®, AMSCO®, V-PRO®
1, V-PRO® 1 Plus,V-PRO® maX e V-PRO® maX 2 sdo marcas registradas da STERIS Corporation. Todos os direitos reservados. /

InstruSafe® is een geregistreerd handelsmerk van Summit Medical. Genesis™ is een handelsmerk van CareFusion Corporation. Aesculap® is een geregistreerd
handelsmerk van B. Braun Company. STERRAD?®, 1005%, en TOONX® zijn geregistreerde handelsmerken van Advanced Sterilization Products (ASP) Divison of
Ethicon, Inc. STERIS®, AMSCQO®, V-PRO® 1, V-PRO® 1 Plus,V-PRO® maX en V-PRO® maX 2 zijn geregistreerde handelsmerken van STERIS Corporation.

Alle rechten voorbehouden. /

InstruSafe® &r ett registrerat varumarke som tillhér Summit Medical. Genesis™ ar ett varumarke som tillhér CareFusion Corporation. Aesculap® ar ett registrerat
varumarke som tillhér B. Braun Company. STERRAD®, 100S® TOONX® ar registrerade varumarken som tillhor divisionen Advanced Sterilization Products (ASP) i
Ethicon, Inc. STERIS®, AMSCO®, V-PRO® 1, V-PRO® 1 Plus,V-PRO® maX och V-PRO® maX 2 &ar registrerade varumarken som tillhér STERIS Corporation.

Alla rattigheter férbehallna. /

InstruSafe® er et registreret varemaerke tilhgrende Summit Medical. Genesis™ er et varemaerke tilhgrende CareFusion Corporation. Aesculap® er et registreret
varemeerke tilhgrende B. Braun Company. STERRAD®, 100S°. T00ONX® er registrerede varemeerker tilharende Advanced Sterilization Products (ASP) Divison of
Ethicon, Inc. STERIS®, AMSCQO®, V-PRO® 1, V-PRO® 1 Plus,V-PRO® maX og V-PRO® maX 2 er registrerede varemaerker tilhgrende STERIS Corporation.

Alle rettigheder forbeholdes. /

InstruSafe® on Summit Medicalin rekisterdity tavaramerkki. Genesis™ on CareFusion Corporationin tavaramerkki. Aesculap® on B. Braun Companyn rekisterdity
tavaramerkki. STERRAD®, 100S®. TOONX® ovat Advanced Sterilization Products (ASP), Ethicon, Inc:in rekisteroityja tavaramerkkeja. STERIS®, AMSCQO®, V-PRO® 1,
V-PRO*® 1 Plus,V-PRO® maX ja V-PRO® maX 2 ovat STERIS Corporationin rekisterdityja tavaramerkkeja. Kaikki oikeudet pidatetaan. /

To InstruSafe® eival orjpa katatebév TG Summit Medical. To Genesis™ eival eptropiké afjpa Tng CareFusion Corporation. To Aesculap® eival ofjpa katatebév Tng B. Braun
Company. Ta STERRAD®, 100S®. 100NX® eival ofjpata katateBévta g Advanced Sterilization Products (ASP), Tprjpa Tng Ethicon, Inc. Ta STERIS®, AMSCO®, V-PRO® 1, V-PRO®
1 Plus,V-PRO® maX and V-PRO® maX 2 eival orjuata katatefévia Tng STERIS Corporation. Me Tnv £mi@UAAgN OAwV TwV dIKAIWPAETWY. /

InstruSafe® jest zastrzezonym znakiem towarowym firmy Summit Medical. Genesis™ jest znakiem towarowym firmy CareFusion Corporation. Aesculap® jest
zastrzezonym znakiem towarowym firmy B. Braun. STERRAD®, 100S®. TOONX® to zastrzezone znaki towarowe dziatu Advanced Sterilization Products (ASP)
spotki Ethicon, Inc. STERIS®, AMSCO®, V-PRO® 1, V-PRO® 1 Plus, V-PRO® maX i V-PRO® maX 2 sg zastrzezonymi znakami towarowymi firmy STERIS.

Wszelkie prawa zastrzezone. /

InstruSafe®, bir Summit Medical tescilli ticari markasidir. Genesis™, bir CareFusion Corporation ticari markasidir. Aesculap®, bir B. Braun Company tescilli ticari
markasidir. STERRAD®, 100S®. T00NX®, Advanced Sterilization Products (ASP) Divison of Ethicon, Inc. tescilli ticari markalaridir. STERIS®, AMSCO®, V-PRO® 1,
V-PRO*® 1 Plus, V-PRO® maX ve V-PRO® maX 2, STERIS Corporation tescilli ticari markalaridir. Tam haklari sakhdir. /

InstruSafe® saBnsieTcst 3aperncTpupoBaHHoii Toprosoi Mapkoit Summit Medical. Genesis™ siBnsietcst Toprosoi Mapkoi CareFusion Corporation. Aesculap® siBnsietcs
3aperncTpupoBaHHoi Toprosor Mapkoii B. Braun Company. STERRAD®, 100S®. 100NX® siBnsitoTcs 3aperucTprMpoBaHHbIMy ToproBeiMy Mapkamu Advanced Sterilization Products
(ASP) Divison of Ethicon, Inc. STERIS®, AMSCOQO®, V-PRO® 1, V-PRO® 1 Plus,V-PRO® maX, a V-PRO® maX 2 aBnstoTcs 3aperncTpupoBaHHbIM1 TOpProBbiM1 Mapkamu STERIS
Corporation. Bce npaBa 3awyLieHsbl. /



InstruSafe® je registrovana obchodni znacka spolec¢nosti Summit Medical. Genesis™ je obchodni znacka spole¢nosti CareFusion Corporation. Aesculap® je
registrovana obchodni znacka spole¢nosti B. Braun Company. STERRAD®, 100S®. 100NX® jsou registrované obchodni zna¢ky spoleénosti Advanced /

Az InstruSafe® a Summit Medical bejegyzett védjegye. A Genesis™ a CareFusion Corporation védjegye. Az Aesculap® a B. Braun Company bejegyzett védjegye.
STERRAD®, 100S°®. A T00NX® az Advanced Sterilization Products (ASP) Divison of Ethicon, Inc. bejegyzett védjegyei. A STERIS®, AMSCO®, V-PRO® 1, V-PRO® 1
Plus,V-PRO® maX és V-PRO® maX 2 a STERIS Corporation bejegyzett védjegyei. Minden jog fenntartva. /

InstruSafe® je registrovana obchodna zndmka spolo¢nosti Summit Medical. Genesis™ je obchodna zndmka spolo¢nosti CareFusion Corporation. Aesculap® je
registrovand obchodna zndmka spoloc¢nosti B. Braun Company. STERRAD®, 100S°®. TOONX® su registrované ochranné zndmky spolo¢nosti Advanced Sterilization
Products (ASP) Divison of Ethicon, Inc. STERIS®, AMSCO®, V-PRO® 1, V-PRO*® 1 Plus, V-PRO® maX a V-PRO® maX 2 su registrované ochranné znadmky spoloc¢nosti
STERIS Corporation. Véetky prava vyhradené. /

InstruSafe® er et registrert varemerke for Summit Medical. Genesis™ er et varemerke for CareFusion Corporation. Aesculap® er et registrert varemerke for B.
Braun Company. STERRAD®, 100S®. TO0ONX® er registrerte varemerker for Advanced Sterilization Products (ASP) Divison i Ethicon, Inc. STERIS®, AMSCO®, V-PRO®
1, V-PRO® 1 Plus,V-PRO® maX og V-PRO® maX 2 er registrerte varemerker for STERIS Corporation. Alle rettigheter forbeholdt. /

InstruSafe® je registrirana blagovna znamka podjetja Summit Medical. Genesis™ je registrirana blagovna znamka korporacije CareFusion. Aesculap® je registrirana
blagovna znamka podjetja B. Braun. STERRAD®, 100S°®. TOONX® so registrirane blagovne znamke podjetja Advanced Sterilization Products (ASP) Divison of Ethicon,
Inc. STERIS®, AMSCO®, V-PRO® 1, V-PRO® 1 Plus,V-PRO® maX in V-PRO® maX 2 so registrirane blagovne znamke korporacije STERIS. Vse pravice pridrzane. /
InstruSafe® e pernctpupaHa Tbproecka Mmapka Ha Summit Medical. Genesis™ e Tbproscka Mapka Ha CareFusion Corporation. Aesculap® e pernctpupaHa TbproBcka Mapka Ha B.
Braun Company. STERRAD®, 100S®, 100NX® ca perncTtpvpaHu TbproBcku Mapku Ha nogenenuneto Advanced Sterilization Products (ASP) Ha Ethicon, Inc. STERIS®, AMSCO®,
V-PRO® 1, V-PRO® 1 Plus, V-PRO® maX u V-PRO® maX 2 ca peructpupaHu Tbprosckn Mapku Ha STERIS Corporation. Bcuyku npaBa 3anasenu. /

InstruSafe® este o marca inregistrata a Summit Medical. Genesis™ este o marca inregistrata a CareFusion Corporation. Aesculap® este o marca inregistrata a B.
Braun Company. STERRAD®, 100S®. T00NX® sunt marci inregistrate ale Advanced Sterilization Products (ASP) Divizie a Ethicon, Inc. STERIS®, AMSCO®, V-PRO® 1,
V-PRO® 1 PlusV-PRO® maX si V-PRO® maX 2 sunt marci inregistrate ale STERIS Corporation. Toate drepturile rezervate. /

InstruSafe® on Summit Medicali registreeritud kaubamark. Genesis™ on CareFusion Corporationi kaubamark. Aesculap® on B. Braun Company registreeritud
kaubamark. STERRAD® 100S® Flex TOONX® on Advanced Sterilization Products (ASP) Divison of Ethicon, Inc.-i registreeritud kaubamargid. STERIS®, AMSCO®,
V-PRO® 1, V-PRO"® 1 Plus,V-PRO® maX ja V-PRO® maX 2 on STERIS Corporationi registreeritud kaubamargid. Kéik digused kaitstud. /

InstruSafe® ir uznémuma Summit Medical registréta prec¢zime. Genesis™ ir korporacijas CareFusion Corporation prec¢zime. Aesculap® ir uznémuma B. Braun
Company registréta pre¢zime. STERRAD®, 100S°. TOONX® ir uzn@muma Advanced Sterilization Products (ASP) Divison of Ethicon, Inc. registréta prec¢zime.
STERIS®, AMSCO®, V-PRO® 1, V-PRO® 1 Plus,V-PRO® maX un V-PRO® maX 2 ir korporacijas STERIS Corporation registrétas preczimes. Visas tiesibas paturétas. /
InstruSafe® je registrirani trgovacki znak tvrtke Summit Medical. Genesis™ je trgovacki znak tvrtke CareFusion Corporation. Aesculap® je registrirani trgovacki
znak tvrtke B. Braun Company. STERRAD?®, 100S®. 100NX® su registrirani trgovacki znakovi tvrtke Advanced Sterilization Products (ASP) Divison of Ethicon, Inc.
STERIS®, AMSCO®, V-PRO® 1, V-PRO® 1 Plus,V-PRO® maX i V-PRO® maX 2 su registrirani trgovacki znakovi tvrtke STERIS Corporation. Sva prava pridrzana. /
InstruSafe® je registrovani zig kompanije Summit Medical. Genesis™ je registrovani zig korporacije CareFusion. Aesculap® je registrovani zig kompanije B. Braun.
STERRAD?®, 100S°. 100NX® su registrovani zigovi kompanije Advanced Sterilization Products (ASP), odeljenja kompanije Ethicon, Inc. STERIS®, AMSCO®, V-PRO®
1, V-PRO® 1 Plus, V-PRO® maX i V-PRO® maX 2 su registrovani zigovi korporacije STERIS. Sva prava zadrzana. /

LInstruSafe®™ yra registruotasis ,,Summit Medical“ prekiy zenklas. ,,Genesis™* yra ,,CareFusion Corporation“ prekiy zenklas. ,,Aesculap® yra registruotasis ,,B.

Braun Company*“ prekiy zenklas. ,STERRAD®", ,J00S*“. ,JOONX®*“ yra registruotieji ,Advanced Sterilization Products (ASP) Divison of Ethicon, Inc.” prekiy zenklai.
,STERIS®, ,AMSCO"“, ,V-PRO" 1%, ,V-PRO" 1 Plus®, ,V-PRO® maX* ir ,V-PRO® maX 2“ yra registruotieji ,STERIS Corporation“ prekiy zenklai. Visos teisés saugomos. /
InstruSafe® 2 Summit Medical BSiFAEIR. Genesis™ & CareFusion Corporation FJf#R. Aesculap® 2 B. Braun Company B0 E#S#R. STERRAD®, 100S®, 100NX® 2
Ethicon, Inc.A9 Advanced Sterilization Products (ASP) Divison B9i¥@tx. STERIS®, AMSCO®  V-PRO® 1, V-PRO® 1 Plus, V-PRO® maX #1 V-PRO® maX 2 & STERIS
Corporation RUEMEIR. (REFTENF. /

InstruSafe® & Summit Medical B95E#EHZ. Genesis™ & CareFusion Corporation AYFHHEHIZ., Aesculap® 2 B. Braun Company fI5HA##ZE. STERRAD®, 100S®100NX®
£ Ethicon, Inc.#9 Advanced Sterilization Products (ASP) Divison BJEAAEE, STERIS®, AMSCO®, V-PRO® 1. V-PRO® 1 Plus, V-PRO® maX ] V-PRO® maX 2 £ STERIS
Corporation RUIEMESIE. (REB—IDHER, /

InstruSafe®& Summit Medical®| &5 & HEQL|C} Genesis™= CareFusion Corporation2| & H L|C} Aesculap®2 B. Braun Company2| S5 A2 2IL|Ct STERRAD®, 100S®.
100Nx®= Advanced Sterilization Products (ASP) Divison of Ethicon, Inc.2] &2 & B L|Ct STERIS®, AMSCO®, V-PRO® 1, V-PRO® 1 Plus,V-PRO® maX, V-PRO® maX 2= STERIS
Corporation2| S5 A®QLICH & HPtER./
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