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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 completas de uso, visite:

Para as instrucdes completas de utilizacdo visite:

Ga voor de volledige gebruiksaanwijzing naar:

For att fa tillgang till hela bruksanvisningen, besok:

Se hele brugsanvisningen her:

Taydelliset kayttdohjeet ovat osoitteessa:

MNa TARpeIg odnyieg Xpriong, ETTIOKEPTEITE:

Petng instrukcje uzytkowania mozna znalez¢ na stronie:
Kullanma talimatlarinin tamami icin su adresi ziyaret edin:
[ns nony4eHunst NONHOM MHCTPYKLUM NO 3KCNyaTaummn noceture:
Pro Uplny navod k pouziti navstivte:

A teljes hasznalati utasitasért latogasson el ide:

Uplné pokyny na pouzitie njdete na:

For en komplett bruksanvisning, ga til:

Za celotna navodila obis¢ite:

3a NbNHWUTE MHCTPYKUMKM 3a ynoTpeba nocertere:

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:

ISsamiag naudojimo instrukcijg rasite:

BXRERERE, Eha:

BRAEERIERIERRE, FRIE:

A AHE K| &2 CHE AO|EE HESHUAIR.
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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 unseren
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 del servicio de atencién al cliente llamando 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 eventuele vragen contact op met onze klantenservice via 1.888.229.2875. /

Om du har fradgor, var god kontakta vara kundtjanstrepresentanter pa telefon +1.888.229.2875. / Hvis du har spagrgsmal, bedes
du kontakte vores kundeservicerepraesentanter pa 1.888.229.2875. / Jos sinulla on kysyttadvas, ota yhteyttd asiakaspalveluumme
puhelinnumerossa 1.888.229.2875. / Av £xeTe TUXOV EPWTNTEIG, ETTIKOIVWVACTE HE TOUG QVTITTPOCWITOUG TNG EEUTTNPETNONG TTEAATWV

Jag 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. /
Ecnv y Bac ecTb kakne-nmbo BONpoChl, CBSXXMTECH C NPEACTaBUTENSMI HaLLen Cry>KObl NoAAep>Kk1 KNMeHToB no TenedoHy 1.888.229.2875.

/ Mate-li néjaké dotazy, obratte se na nase zastupce sluzeb pro zdkazniky na ¢&isle 1.888.229.2875. / Ha barmilyen kérdése

van, kérjik, vegye fel a kapcsolatot Ugyfélszolgalati képviseldinkkel az 1.888.229.2875 telefonszamon. / Ak mate akékolvek
otazky, obratte sa na nasich zastupcov zakaznickeho servisu na &isle 1.888.229.2875. / Hvis du har noen spgrsmal, ta kontakt
med vare kundeservicerepresentanter pa 1.888.229.2875. / Ce imate kakrina koli vpraganja, se obrnite na nase predstavnike
sluzbe za stranke na 1-888-229-2875. / AKo nmaTe HAKakBU BbNPOCK, MOMS, CBbPXETE Ce C HalLuuTe NpeacTaBnTeny 3a obcnyxsaHe Ha
knueHTu Ha 1.888.229.2875. / Daca aveti intrebari, va rugam sa contactati reprezentantii departamentului nostru de relatii clienti la
1.888.229.2875. / Klsimuste korral votke Uhendust meie klienditeenindusega numbril 1.888.229.2875. / Ja rodas jautajumi, lGdzu,
sazinieties ar musu 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 podréke na
1.888.229.2875. / Jei turite klausimuy, susisiekite su musy klienty aptarnavimo atstovais telefonu 1 888 229 2875. /
WBEEIRER), 550F81.888.229.2875 5K INEFIRSIUKREKR. / EHLER, BBITELE 1.888.229.2875 BEHKMHNEFRFB
Tz, / AE20| U= 49 1.888.229.28752| HAL I MH|A LHEHS E ZOISHHAIR. / CHRBAREANCENVELEL, LLTOA
AR —H—ERABIFFETHEHLELE (LS, 1.888.229.2875
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Request a printed instructions for use manual at no cost that arrives within 7 days of request confirmation.

Vous pouvez demander un mode d’emploi imprimé gratuit, qui vous sera adressé dans les 7 jours suivant la confirmation de la demande.

Fordern Sie gratis eine gedruckte Version der Gebrauchsanweisung an; diese wird lhnen innerhalb von 7 Tagen nach Eingang lhrer
Anfrage zugestellt.

Richiedere un manuale stampato gratuito contenente le istruzioni per 'uso che arrivera entro 7 giorni dalla conferma della richiesta.
Solicitar un manual de instrucciones de uso impreso sin coste que llegara en los 7 dias posteriores a la confirmacion de la solicitud.
Solicite um manual de instrugdes de uso impresso sem custo que chega em até 7 dias apds a confirmag¢éo do pedido.

Vraag gratis deze handleiding op papier. U ontvangt deze binnen 7 dagen na bevestiging van uw aanvraag.

Begér anvandarinstruktioner pa papper som kommer kostnadsfritt inom 7 dagar efter bekraftad forfragan.

Bed om en gratis trykt version af brugsanvisningen, som vil ankomme inden for 7 dage fra bekraeftelsen af anmodningen.

Pyyda tulostetut kayttdohjeet ilmaiseksi, saat ne 7 paivan kuluessa tilauksen vahvistuksesta.

ZnTACTE éva EVTUTTO €yXeIpiOIo 0dnylwv XPAong Xwpig xpéwan TTou Ba 1o AGReTe evidg 7 nuepwyv atd Tnv aitnon EmpReRaiwon.

Fizyczna instrukcja obstugi dostepna jest bezptatnie, na zyczenie. Zostanie dostarczona w przeciggu 7 dni od potwierdzenia
zgtoszenia.

istegin onaylanmasiyla 7 glin icerisinde ulasan basili bir kullanma kilavuzunu Gcretsiz olarak isteyin.

BakaxuTe 6ecnnaTHo nevyaTHyr BepCuo MHCTPYKUUK NO 3KCnnyaTtauun, Kotopasa 6y,qu [OCTaBreHa B Te4eHNe ceMu JHen C MOMeHTa
noaTeBepXaeHna 3adaBKA.

Pozadejte o vytistény navod k pouziti, ktery zdarma dorazi béhem 7 dni od potvrzeni zadosti.

lgényeljen ingyenesen nyomtatott haszndlati Utmutatét, amelyet a kérés visszaigazoldsatol szamitott 7 napon belll kézhez kap.
Poziadajte o bezplatné dorucenie tlaceného ndvodu na pouzitie, ktory vdm bude doruc¢eny do 7 dni od potvrdenia Ziadosti.

Be om en kostnadsfri, trykt bruksanvisning som ankommer innen sju dager etter at foresparselen blir bekreftet.

Zahtevajte brezpla¢na tiskana navodila za uporabo, ki prispejo v 7 dneh po potrditvi zahteve.

MowckariTe 6e3nnaTtHo oTneyaTaHo PBKOBOACTBO C MHCTPYKLMK 3a yn0Tpe6a, KOETO LLie NPUCTUIHE B CPOK OT 7 AHM crnej NoTBbpxaBaHe Ha 3asiBKara.

Solicitati gratuit un manual cu instructiuni de utilizare pe suport de hartie, pe care-| veti primi in termen de 7 zile de la confirmarea
solicitarii.

Prinditud kasutusjuhendi tasuta tellimisel saabub see 7 paeva jooksul parast tellimuse kinnitamist.

Pieprasiet izdrukatos noradijumus lietoSanas rokasgramatai bez maksas, kas tiks piegadati 7 dienu laika péc pieprasijuma.
Zatrazite besplatni ispisani priru¢nik s uputama za upotrebu koji ¢e stic¢i na vasu adresu u roku od 7 dana od potvrde zahtjeva.
Zatrazite besplatni Stampani priru¢nik sa uputstvima za upotrebu koji stize u roku od 7 dana od potvrde zahteva.
Uzsisakykite spausdintg naudojimo instrukcijg, kuri bus nemokamai pristatyta per 7 dienas nuo prasymo patvirtinimo.

RN—H R R ERIRAT, BEEKRIARTRAIEEA.

RE— D RBRFIENNRERRIEE, SEEKRERR 7 RAKE.

2%¥ =0l = 7g O|Ujo] &3 AME AL XHE FREE QEMAL.

ERHRAZ (R—/N—hR) /KT S LENTRAtSh, FREDRTALRICEET 5 &5 CFREhFT.
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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 InstruSafe® Instrument Protection Systems cassettes/trays are intended to contain and protect reusable medical devices during
transport, sterilization, and storage. InstruSafe® Instrument Protection System cassettes/trays are used to organize and protect other
medical devices that are sterilized by a healthcare provider. InstruSafe Instrument Protection System cassettes/trays are intended to allow
sterilization of the enclosed medical devices during these sterilization cycles:

= Pre-Vacuum Steam (ISO 17665-1 and EN 285)

The InstruSafe Instrument Protection System cassettes/trays are not intended on their own to maintain sterility. The InstruSafe Instrument
Protection System cassettes/trays are intended to be used in conjunction with a legally marketed wrap.

A full list of device models is provided in Appendix A, which can be viewed at www.instrusafe.com/ifus.

DEVICE DESCRIPTION

Summit Medical InstruSafe 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 InstruSafe® 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 InstruSafe 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.

. See Table 2 for sterilization methods and configurations.
. DO NOT OVERLOAD InstruSafe Systems or components.
. DO NOT OVERLOAD individual Hold-Its slots. Load only one instrument per Hold-Its slot.

a A NN

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

6. 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.

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

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

9. Consult sterilizer manufacturer’s instructions for use for additional limitations (e.g. dimensional or weight constraints).

WARNINGS
= For aluminum InstruSafe 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 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 InstruSafe 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 InstruSafe System (cassette and accessories) for any remaining
- - - visible soil. All visible soil must be removed by hand cleaning,
Pre-Wash 1 & 2 Cold Tap Water Re‘_(:'mu'at'on Time: brus/?/'ng, u/trasgﬁic,_or additional automatic cycles prior to
2 Minutes sending to sterilization.
Soaking Time:
Enzyme Wash Hot Tap Water 4 Minutes
Wash 1 Heated at 150°F (65.5°C) | Re-Circulation Time:
15 Minutes
Rinse 1& 2 Hot Tap Water Re-C|rcuIat|on Time:
5 Minutes
DISINFECTION

InstruSafe systems are intended to be terminally sterilized.

MAINTENANCE, INSPECTION, AND TESTING
InstruSafe 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.

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

TN {\\

Note: The latches are offset so that the cassette cover always aligns
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.

Figure D.

Improper Alignment Proper Alignment




PACKAGING
InstruSafe Systems may be wrapped with a legally marketed wrap. 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)

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.

STERILIZATION

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

Note: These sterilization methods and cycles are validated for the tray only. Refer to FlexDex Surgical® AXIUS™ IFU for validated methods for the

AXIUS™ device.
Table 2.
STERILIZATION METHOD CYCLE (times)
Pre-Vacuum Steam Parameter:
Temperature 270°F (132°C)
Expose Time 4 minutes
Dry Time 30 minutes

Summit Medical has validated the following sterilization methods:

= The 4 minute autoclave sterilization cycle in legally marketed wrap.
DO NOT exceed the load capacity of the sterile container as specified by the manufacturer.
Please consult the sterilizer instruction manual to ensure intended loads are compatible with the intended sterilization cycle.

INDICATIONS FOR USE

4 Minute Steam, 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 pre-vacuum steam sterilization 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.

Autoclave Sterilization Parameter

Cycle Pre-Vacuum
Temperature 270°F (132°C)
Exposure Time 4 minutes
Minimum Dry Time 30 minutes

*Validated by Summit Medical for use in Pre-Vacuum Steam sterilizers
ONLY operating at 270°F (132°C) for 4 minutes exposure time.
Consult container instructions to ensure that contents do not exceed the
sterilization container’s intended load claims.




STORAGE

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

DISPOSAL

In the event the InstruSafe® 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 INSTRUSAFE 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 INSTRUSAFE 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 InstruSafe 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 InstruSafe 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 InstruSafe 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 InstruSafe 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

InstruSafe® and Hold-Its® are registered trademarks of Summit Medical. FlexDex Surgical® is a registered trademark and AXIUS™ is a trademark of FlexDex
Surgical. All rights reserved.
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