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&N |UUS PROBE REPROCESSING TRAY INSTRUCTIONS FOR USE: English
PLATEAU DE RECONDITIONNEMENT DE SONDE IUUS MODE D’EMPLOI: Frangais
WIEDERAUFBEREITUNGSSCHALE FUR IUUS-SONDEN GEBRAUCHSANWEISUNG: Deutsch
@™ VASSOIO DI RICONDIZIONAMENTO PER LA IUUS PROBE ISTRUZIONI PER L’USO: Italiano
(€S BANDEJA DE REPROCESAMIENTO DE SONDA IUUS INSTRUCCIONES DE USO: Espaiiol
BANDEJA DE REPROCESSAMENTO DE SONDA IUUS INSTRUCOES DE UTILIZAGAO: Portugués
@D 1UUS PROBE-HERVERWERKINGSSCHAAL GEBRUIKSAANWIJZING: Nederlands
&Y 1UUS TRAG FOR OMBEARBETNING AV PROB ANVANDARINSTRUKTIONER: Svenska
IUUS PROBE GENINDVINDINGSKASSETTE BRUGSANVISNING: Dansk
(FD IUUS-ANTURIN UUDELLEENKASITTELYTELINEEN KAYTTOOHJEET: Suomi
(ED AIZKOZ ENANEMEZEPIAZIAZ ANIXNEYTH IUUS OAHIIEZ XPHEHE: EAAnVIKG
TACA DO STERYLIZACJI IUUS PROBE INSTRUKCJA UZYTKOWANIA: Polski
IUUS PROBE YENIDEN iSLEM TEPSISi KULLANMA TALIMATLARI: Tiirkce
IUUS AnA NOBTOPHOWM OBPABOTKWM 30HOA MHCTPYKLIMW MO SKCMNYATALIMA: Pycckuin
(€S TAC NA ZPRACOVANI SONDY IUUS NAVOD K POUZITI: Cestina
(HY 1UUS PROBE REGENERALO TALCA HASZNALATI UTMUTATO: Magyar
GK PODNOS NA OPATOVNE SPRACOVANIE SOND IUUS POKYNY NA POUZITIE: Slovenéina
REPROSESSERINGSBRETTET FOR IUUS-SONDE BRUKSANVISNING: Norsk
(SD PLADENJ ZA PONOVNO OBDELAVO IUUS PROBE NAVODILA ZA UPORABO: Slovensko
TABJA 3A MPEPABOTKA IUUS PROBE MHCTPYKLIUU 3A YNOTPEBA: 6bnrapcku
TAVA DE REPROCESARE IUUS PROBE INSTRUCTIUNI DE UTILIZARE: Roméana
(ED 1UUS PROBE TAASTOOTLUSALUS KASUTUSJUHEND: Eesti
V) IUUS ZONDES ATKARTOTAS APSTRADES PAPLATE LIETOSANAS INSTRUKCIJA: Latviski
PLITICA ZA PONOVNO PROCESIRANJE IUUS SONDI UPUTE ZA UPORABU: Hrvatski
(SR) TACNA ZA PONOVNU OBRADU SONDE IUUS PROBE UPUTSTVA ZA UPOTREBU: Srpski
@D “lUUS PROBE” PAKARTOTINIO APDOROJIMO PADEKLAS NAUDOJIMO INSTRUKCIJA: Lietuviy k.
IUUS RETELEEIER (ERRIBH: @Sz
@ 1UUS RETHRETE ([ERRPE: a3
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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!

TN AHE X|E2 O AIO|EE HESHYA|R:

(ERSEZEOHMIC O TIE, UTECEBE S,

°
1 https://summitmedicalusa.com/ifu/documents/26523-private-label-ifu/




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 IUUS Probe Reprocessing Tray OM-1000-GS (Instrument Protection System) is intended to contain and protect the Sonata®
Intrauterine Ultrasound (IUUS) Probe model IUSP-002 during transport, sterilization, and storage. The IUUS Probe Reprocessing Tray is
used to organize and protect IUUS Probes that are sterilized by a healthcare provider. The I[UUS Probe Reprocessing Tray is intended to
allow sterilization of the enclosed 1UUS Probe model IUSP-002 during these sterilization cycles:

= STERRAD® TOONX® Standard

= STERIS® AMSCO® V-PRO 1¢ V-PRO 1 Plus, V-PRO maX and V-PRO maX 2

The IUUS Probe Reprocessing Tray is intended to be used in conjunction with a legally marketed wrap. The IUUS Probe Reprocessing
Tray is not intended on its own to maintain sterility. A full list of device models is provided in Appendix A.

DEVICE DESCRIPTION

IUUS Probe Reprocessing Trays manufactured by Summit Medical are used to enclose and hold the Sonata® IUUS Probe model IUSP-
002 in an organized manner during the sterilization process and subsequent storage and transportation. The tray does not have

direct patient contact. The tray by itself does not maintain sterility. The tray has a rectangular base with latchable cover. The tray has
perforations to allow sterilant penetration. The tray contains silicone inserts in the base and/or cover to hold, organize, and protect the
IUUS Probe within the tray during the sterilization process and subsequent storage and transportation.

INTENDED USER
The IUUS Probe Reprocessing Tray is intended to be used by healthcare professionals in the operating room and sterile processing
department for transportation, sterilization, and storage of the Sonata® IUUS Probe model IUSP-002.

LIMITATION ON PROCESSING
1. The end of useful life on the IUUS Probe Reprocessing Tray 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. Inside of sterilizers, DO NOT STACK individually wrapped Systems or components. Separate wrapped Systems or components
from each other or any other items on separate shelves of the sterilizer to allow for maximum sterilant flow.

6. The total weight of the system (e.g. tray, and instrument load) must not exceed 25 pounds (11.34 kg).
7. The Sonata® IUUS Probe should be prepared and sterilized according to the IUUS Probe manufacturer’s instructions.

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




WARNINGS
= Do not use if package is damaged or unintentionally opened prior to use.

Note: Clean and inspect trays 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 trays.
Use one of the following validated cleaning options to clean the tray is recommended.

DO NOT use scouring pads or abrasive cleaners. DO NOT store tray in liquid.

NOTE: These cleaning methods and cycles are validated for the tray ONLY. Refer to the Sonata® IUUS Probe
Instructions for Use (REF-003, IUSP-002 Manual) for validated cleaning methods for the IUSP-002 IUUS Probe in
the tray OM-1000-GS.

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 tray 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.

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

2
A
B. Place a single tray 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 tray 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
System (tray and accessories) for any remaining visible soil.
CYCLE WATER TEMPERATURE CLEANING PROCESS All visible soil must be removed by hand cleaning, brushing, ultrasonic,

or additional automatic cycles prior to sending to sterilization.

Re-Circulation Time:

Pre-Wash 1 & 2 Cold Tap Water 2 Minutes

Soaking Time:

Enzyme Wash Hot Tap Water 4 Minutes

o o Re-Circulation Time:
Wash 1 Heated at 150°F (65.5°C) 15 Minutes
Rinse 1& 2 Hot Tap Water Re-Circulation Time:

5 Minutes

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




STERILIZATION

See Table 2 for typical sterilization parameters that have been qualified for the sterilization of Sonata IUUS Probe Reprocessing Tray.

NOTE: These sterilization methods and cycles are validated for the tray ONLY. Refer to the Sonata® IUUS Probe
Instructions for Use (REF-003, IUSP-002 Manual) for validated sterilization methods for the IUSP-002 IUUS Probe
in the tray OM-1000-GS.

Table 2.
STERILIZATION METHOD FOR TRAY CYCLE (times)
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 STERRAD 100S Standard sterilization cycle in legally marketed wrap cleared by the FDA.
= The STERRAD 100NX Standard sterilization cycle in legally marketed wrap cleared by the FDA.
= The STERRAD T00NX Express sterilization cycle in legally marketed wrap cleared by the FDA.
= The STERRAD 100NX Flex sterilization cycle in legally marketed wrap cleared by the FDA.
= The STERRAD NX Standard sterilization cycle in legally marketed wrap 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 cleared by the FDA.

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.

Ensure IUUS Probe Reprocessing Tray and enclosed instrument are completely dry before STERRAD or STERIS V-PRO sterilization.




INDICATIONS FOR USE
STERILIZATION OF IUUS PROBE IS ONLY VALIDATED FOR WRAP, STERRAD 100NX AND V-PRO CYCLES

STERRAD® 100S & STERRAD® 1T00NX® Standard Cycles, Wrap

InstruSafe® Instrument Protection System trays are used to organize and protect other medical devices that are sterilized by a healthcare
provider. InstruSafe Instrument Protection System trays are intended to allow sterilization of the enclosed medical devices during a Sterrad
100S Standard and Sterrad T00NX Standard sterilization cycles. The InstruSafe Instrument Protection System trays are intended to be used
in conjunction with legally marketed wrap. The InstruSafe Instrument Protection System trays are not intended on their own to maintain
sterility. A full list of device models is provided in Appendix A.

*Validated by Summit Medical for use in STERRAD 100S Standard Cycle and STERRAD TOONX Standard Cycle ONLY.

AMSCO® V-PRO® Low Temperature Sterilization Cycles, Wrap

InstruSafe® Instrument Protection System trays are used to organize and protect other medical devices that are sterilized by a
healthcare provider. InstruSafe Instrument Protection System trays are intended to allow sterilization of the enclosed medical devices
during Amsco V-PRO Low Temperature Sterilization Cycles. The InstruSafe Instrument Protection System trays are intended to be
used in conjunction with a legally marketed wrap. The InstruSafe Instrument Protection System trays 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

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

*Validated by Summit Medical for use in AMSCO V-PRO Low
Temperature Sterilization Systems ONLY.

STORAGE

Store terminally sterile trays that are wrapped on storage shelf in a horizontal position. Consult wrap 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




Sonata® is a registered trademark of Gynesonics, Inc. InstruSafe® is a registered trademark of Summit Medical. STERRAD?®, 100S®. TOONX® 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.

Sonata® est une marque déposée de Gynesonics, Inc. InstruSafe® est une marque déposée de Summit Medical. STERRAD®, 100S®, 100NX® sont des marques
déposées de la division Advanced Sterilization Products (ASP) d’Ethicon, Inc. STERIS®, AMSCO®, V-PRO® 1, V-PRO® 1 Plus,V-PRO® maX et V-PRO® maX 2 sont des
marques déposées de STERIS Corporation. Tous droits réservés.

Sonata® ist eine eingetragene Marke von Gynesonics, Inc. InstruSafe® ist eine eingetragene Mazrke von Summit Medical. STERRAD?®, 100S®. TOONX® sind
eingetragene Marken von Advanced Sterilization Products (ASP), Geschaftsbereich 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.

Sonata® &€ un marchio registrato di Gynesonics, Inc. InstruSafe® & un marchio registrato di Summit Medical. STERRAD®, 100S°. TOONX® sono marchi registrati di
Advanced Sterilization Products (ASP) Divisione di Ethicon, Inc. STERIS®, AMSCOQO®, 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.

Sonata® es una marca registrada de Gynesonics, Inc. InstruSafe® es una marca registrada de Summit Medical. STERRAD®, 100S®. T00NX® son marcas registradas
de Advanced Sterilization Products (ASP) Divison of Ethicon, Inc. STERIS®, AMSCO®, V-PRO® 1, V-PRO® 1 Plus,V-PRO® maX y V-PRO® maX 2 son marcas
registradas de STERIS Corporation. Todos los derechos reservados.

Sonata® é marca registrada da Gynesonics, Inc. InstruSafe® é marca registrada da Summit Medical. STERRAD?®, 100S®, TOONX® sdo marcas registradas da
Advanced Sterilization Products (ASP) Divison of Ethicon, Inc. STERIS®, AMSCQO¢®, 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.

Sonata® is een geregistreerd handelsmerk van Gynesonics, Inc. InstruSafe® is een geregistreerd handelsmerk van Summit Medical. STERRAD?®, 100S® en TOONX®
zijn geregistreerde handelsmerken van Advanced Sterilization Products (ASP) Divison of Ethicon, Inc. STERIS®, AMSCO®, V-PRO® 1, V-PRO® 1 Plus,V-PRO® maX en
V-PRO® maX 2 zijn geregistreerde handelsmerken van STERIS Corporation. Alle rechten voorbehouden.

Sonata® ar ett registrerat varumarke som tillhdér Gynesonics, Inc. InstruSafe® ar ett registrerat varumarke som tillhér Summit Medical. STERRAD®, 100S®. TOONX®
ar registrerade varumarken som tillhér Advanced Sterilization Products (ASP) Divison of Ethicon, Inc. STERIS®, AMSCO®, V-PRO® 1, V-PRQO® 1 Plus,V-PRO® maX
och V-PRO® maX 2 &r registrerade varumérken som tillhér STERIS Corporation. Alla rattigheter férbehallna.

Sonata® er et registreret varemaerke tilharende Gynesonics. Inc. InstruSafe® er et registreret varemaerke tilhgrende Summit Medical. STERRAD®, 100S°. T00ONX® er
registrerede varemaerker tilhgrende Advanced Sterilization Products (ASP) Division of Ethicon, Inc. STERIS®, AMSCO®, V-PRQO® 1, V-PRO® 1 Plus, V-PRO® maX og
V-PRO® maX 2 er registrerede varemaerker tilhgrende STERIS Corporation. Alle rettigheder forbeholdes

Sonata® on Gynesonics, Inc:n rekisterdity tavaramerkki. InstruSafe® on Summit Medicalin rekisterdity tavaramerkki. STERRAD®, 100S®, TOONX® ovat edistyneiden
sterilointituotteiden (ASP) Division of Ethicon, Inc:n rekisteroityja tavaramerkkeja. STERIS®, AMSCO®, V-PRO® 1, V-PRQO® 1 Plus,V-PRO® maX ja V-PRO® maX 2 ovat
STERIS Corporationin rekisterdityja tavaramerkkeja. Kaikki oikeudet pidatetaan.

To Sonata® gival ofjpa katateBév Tng Gynesonics, Inc. To InstruSafe® eival orjpa katatebév Tng Summit Medical. Ta STERRAD®, 100S®. 100NX® ival orjpata KatateBévia Tng
Advanced Sterilization Products (ASP) Divison of Ethicon, Inc. Ta STERIS®, AMSCO®, V-PRO® 1, V-PRO® 1 Plus,V-PRO® maX kai V-PRO® maX 2 gival orjpata Katatebévia g
STERIS Corporation. Me Tnv €m@UAagn AWV TwV SIKAIWPETWY.

Sonata® jest zastrzezonym znakiem towarowym firmy Gynesonics, Inc. InstruSafe® jest zastrzezonym znakiem towarowym firmy Summit Medical. STERRAD®,
100S°. 100NX® sg zastrzezonymi znakami towarowymi firmy Advanced Sterilization Products (ASP) spdtki Ethicon, Inc. STERIS®, AMSCO®, V-PRQO® 1, V-PRO® 1
Plus,V-PRO® maX i V-PRO® maX 2 sg zastrzezonymi znakami towarowymi firmy STERIS Corporation. Wszelkie prawa zastrzezone.

Sonata®, bir Gynesonics, Inc. tescilli ticari markasidir. InstruSafe®, bir Summit Medical tescilli ticari markasidir. STERRAD®, 100S®. 100NX®; Advanced Sterilization
Products (ASP) Divison of Ethicon, Inc. tescilli ticari markalaridir. STERIS®, AMSCQO®, V-PRO® 1, V-PRO® 1 Plus, V-PRO® maX ve V-PRO® maX 2, STERIS Corporation
tescilli ticari markalaridir. TUm haklari saklidir.

Sonata® siBnsieTcs 3apercTpupoBaHHoOi TOproBor Mapkoii Gynesonics, Inc. InstruSafe® snsetcs 3apernctTpmpoBaHHo Toproeoii Mapko Summit Medical. STERRAD®, 100S°.
100NX® aiBnstoTCS 3aperncTpupoBaHHbIMK ToproBbiMu Mapkamu Advanced Sterilization Products (ASP) Divison of Ethicon, Inc. STERIS®, AMSCO®, V-PRO® 1, V-PRO® 1 Plus,
V-PRO® maX n V-PRO® maX 2 siBnsitotcsa 3apernctpupoBaHHbIMU ToproBbiMy Mapkamn STERIS Corporation. Bce npaBa 3aLuuLLeHsbl.

Sonata® je registrovana ochranna zndmka spolec¢nosti Gynesonics, Inc. InstruSafe® je registrovana ochranna zndmka spole¢nosti Summit Medical. STERRAD®,
100S°. 1I00NX® jsou registrované ochranné znamky spole¢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 jsou registrované ochranné znamky spolec¢nosti STERIS Corporation. VSechna prava vyhrazena.

A Sonata® a Gynesonics, Inc.bejegyzett védjegye. Az InstruSafe® a Summit Medical bejegyzett védjegye. A STERRAD®, a 100S°, a 100NX® az Advanced
Sterilization Products (ASP) Division of Ethicon, Inc. bejegyzett védjegyei. A STERIS®, az AMSCO®, a V-PRO® 1, a V-PRO® 1 Plus, a V-PRO® maX és a V-PRO® maX
2 a STERIS Corporation bejegyzett védjegyei. Minden jog fenntartva.

Sonata® je registrovana ochrannd zndmka spolo¢nosti Gynesonics, Inc. InstruSafe® je registrovanad ochranna znamka spolo¢nosti Summit Medical. STERRAD®,
100S°. 1I00NX® su registrované ochranné znamky spolocnosti 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 znamky spolo¢nosti STERIS Corporation. VSetky prava vyhradené.

Sonata® er et registrert varemerke for Gynesonics, Inc. InstruSafe® er et registrert varemerke for Summit Medical. STERRAD®, 100S®. 100NX® er registrerte
varemerker for Advanced Sterilization Products-divisjonen (ASP) av Ethicon, Inc. STERIS®, AMSCQO®, V-PRO*® 1, V-PRO® 1 Plus, V-PRO® Max og V-PRO® Max 2 er
registrerte varemerker for STERIS Corporation. Med enerett.

Sonata® je registrirana blagovna znamka druzbe Gynesonics, Inc. InstruSafe® je registrirana blagovna znamka druzbe Summit Medical. STERRAD®, 100S®. 100NX® so registrirane
blagovne znamke druzbe 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 sta
registrirani blagovni znamki druzbe STERIS Corporation. Vse pravice pridrzane.

Sonata® e peructpupaHa Tbproscka Mapka Ha Gynesonics, Inc. InstruSafe® e pernctpupaHa Tbproecka Mapka Ha Summit Medical. STERRAD®, 100S°. I00NX® ca
pervcTpypaHmn TbproBCk Mapku Ha noaeneHueto Advanced Sterilization Products (ASP) Ha Ethicon, Inc. STERIS®, AMSCO®, V-PRO® 1, V-PRO*® 1 Plus,V-PRO® maX n
V-PRO® maX 2 ca pernctpupanm Tbprocku Mmapkn Ha STERIS Corporation. Beuuku npasa 3anaseHun.

Sonata® este o marca inregistratd a Gynesonics, Inc. InstruSafe® este o marca inregistratd a Summit Medical. STERRAD®, 100S°. 100NX® sunt marci inregistrate ale
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 sunt marci inregistrate
ale STERIS Corporation. Toate drepturile rezervate.

Sonata® on Gynesonics, Inc. registreeritud kaubamark. InstruSafe® on Summit Medicali registreeritud kaubaméark. STERRAD®, 100S®. IOONX® on Advanced
Sterilization Products (ASP) Divison of Ethicon, Inc.-i registreeritud kaubamargid. STERIS®, AMSCQO®, V-PRO® 1, V-PRO® 1 Plus,V-PRO® maX ja V-PRO® maX 2 on
STERIS Corporationi registreeritud kaubamérgid. Kéik digused kaitstud.

Sonata® ir Gynesonics Inc. registréta prec¢zime. InstruSafe® ir Summit Medical registréta pre¢zime. STERRAD®, 100S°. 100NX® ir Advanced Sterilization Products
(ASP) Divison of Ethicon, Inc. registrétas prec¢zimes. STERIS®, AMSCO®, V-PRO® 1, V-PRO® 1 Plus,V-PRO® maX un V-PRO® maX 2 ir korporacijas STERIS
Corporation registrétas prec¢zimes. Visas tiesibas paturétas.




Sonata® je registrirani zastitni znak tvrtke Gynesonics, Inc. InstruSafe® je registrirani zastitni znak tvrtke Summit Medical. STERRAD®, 100S®. 100NX® registrirani su
zastitni znaci tvrtke Advanced Sterilization Products (ASP), odjeljenja tvrtke Ethicon, Inc. STERIS®, AMSCO®, V-PRO® 1, V-PRO® 1 Plus,V-PRO® maX i V-PRO® maX
2 registrirani su zastitni znaci tvrtke STERIS Corporation. Sva prava pridrzana.

Sonata® je registrovani zig kompanije Gynesonics, Inc. InstruSafe® je registrovani zig kompanije Summit Medical. STERRAD?®, 100S®. IOONX® su registrovani zigovi
kompanije 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 registrovani
Zigovi kompanije STERIS Corporation. Sva prava zadrzana.

,Sonata® yra registruotasis ,,Gynesonics, Inc” prekiy zenklas. ,InstruSafe®" yra registruotasis ,,Summit Medical“ prekiy zenklas. STERRAD®, 100S®, TOONX® 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.

Sonata® & Gynesonics, InC.ASEMEHR. InstruSafe® 2 Summit Medical A9 FME R, Sterrad®, 100S®, 100NX® 2 Advanced Sterilization Products (ASP) Divison of
Ethicon, Inc. B9EMESHR. STERIS®, AMSCO®, V-PRO® 1, V-PRO® 1 Plus, V-PRO® maX #] V-PRO® maX 2 & STERIS Corporation HSEMEIR. FEBFIENF).

Sonata® £ Gynesonics, InCASEMEIE, InstruSafe® 2 Summit Medical A EMEIE, Sterrad®, 100S®, 100NX® 2 Advanced Sterilization Products (ASP) Divison of
Ethicon, Inc. BEMESIE, STERIS®, AMSCO®, V-PRO® 1, V-PRO® 1 Plus, V-PRO® maX f] V-PRO® maX 2 & STERIS Corporation RSEMREIE, (RE—IHER.

Sonata®= Gynesonics, Inc.2| &5 & HLICH InstruSafe®= Summit Medical2| 55 & LT} STERRAD®, 100S%, 100NX®+= Ethicon, Inc.2| 12 & w M E(ASP) At 22| 55

S HYL|CH STERIS®, AMSCO®, V-PRO® 1, V-PRO® 1 Plus, V-PRO® maX S V-PRO® maX 2+ STERIS Corporation2| S5 A HQLICEH 2 Hot AF.

Sonata®(&. Gynesonics, INC DESFFFIETT ., InstruSafe®E, Summit Medical DESFREHIET Y. 100NX®(L, Ethicontt®Advanced Sterilization Products (ASP) ZBPInESR
BIETY, STERIS®, AMSCO®, V-PRO®1, V-PRO® 1 Plus, V-PRO® maX, V-PRO® maX 2(x. STERISC orporation DESFHIETY ., LE/FEFAE.



Symbol Reference Key / Légende des symboles / Symbollegende / Legenda dei simboli / Clave de referencia de los simbolos / Chave de referéncia de simbolo /
Legenda / Symbol Referensnyckel / Symbolreferencenagle / Symbolien merkitys / Yirépvnua cupBoAwyv / Objasnienie symboli / Simge Referans Anahtari /

Pacwudposka cumonos / Pouzité symboly / Szimbélumok magyarazata / Referenény klti€¢ k symbolom / Symbolreferansengkkel / Referenéni kljué simbola /

Jlerenpa Ha cumBonuTe / Tasta simbol de referinta / Simbolite legend / Simbolu skaidrojums / Referentni klju¢ simbola / Legenda simbola / Simboliy paaiSkinimas /

HSSEEM / HRSEEG / 7|2 HZ 7| / BSSRY—

Consult instructions for use / Consulter les recommandations d'utilisation / Gebrauchsanweisung beachten / Consultare le istruzioni per I'uso / Consulte las instrucciones de uso /
Consulte as instrugdes de uso / Raadpleeg de gebruiksaanwijzing / Se bruksanvisningen / Se brugsanvisning / Lue kayttdohjeet / ZupBouAeuBeite Tig 0dnyieg xpriong /

Nalezy zapoznac¢ sie z instrukcjg obstugi / Kullanim talimatlarina bakin / Cm. uHctpykuum no akcnnyatauum / Prectéte si navod k pouziti / Tekintse at a hasznalati utmutatot /
Pozrite navod na pouzitie / Se bruksanvisning / Preglejte navodila za uporabo / HanpaseTte cnpaska B MHCTpykumuTe 3a ynotpeba / Consultati instructiunile de utilizare /

Vaadake kasutusjuhendit / Skatit lieto$anas instrukcgs / Progitati upute za uporabu / Pogledaijte uputstvo za upotrebu / Zr. naudojimo instrukcijg / i5£5EFIRER+ /
E2REFREE / ALE X X / FARBEEESBEL T LS

Quantity / Quantité / Stiickzahl / Quantita / Cantidad / Quantidade / Aantal / Antal / Antal / Maara / NMoaétnta / llo$¢ / Miktar / Konnyectso / Mnozstvi / Mennyiség / MnoZstvo /
Mengde / Koli¢ina / KonnuecTso / Cantitate / Kogus / Daudzums / Koligina / Koli¢ina / Kiekis / & / B{& / =2 / &

Non-sterile / Non stérile / Unsteril / Non sterile / No estéril / Nao esterilizado / Niet-steriel / Icke-steril / IKKE-STERIL / Ei steriili / Mn amooTeipwpévo / Niesterylny / Steril degildir /
?E‘gepmnﬁugg\les;‘?%ni / Nem steril / Nesterilné / Ikke steril / Nesterilno / Hectepun+o / Nesterile / Mittesteriilne / Nesterils / Nesterilno / Nesterilno / Nesterilu / IEXE /
e / HI-2a / IERE

Catalogue number / Numéro de catalogue / Artikelnummer / Numero di catalogo / Nimero de catalogo / NUmero de catalogo / Catalogusnummer / Katalognummer /
Katalognummer / Luettelonumero / ApiBuég katahdyou / Numer katalogowy / Katalog Numarasi / Homep no katanory / Katalogové &islo / Katalégus szam / Katalégoveé Eislo /
Katalognummer / Katalo$ka Stevilka / Katanoxen Homep / Numarul de catalog / Kataloogi-number / Kataloga numurs / Kataloski broj / Kataloski broj / Katalogo numeris / B3RS /
BigiR /7122 W2 / h4 0V ES

Batch Code / Code de lot / Chargennummer / Codice lotto / Cédigo de lote / Cddigo do lote / Batchcode / Satsnummer / Partikode / Erdnumero / Kwdikog Taprtidag / Kod partii /
Parti Kodu / Kon naptun/ Kod Sarze / Tételkéd / Kod $arze / Partikode / Koda serije / Koa Ha naptuga / Cod lot / Partii kood / Sérijas numurs / Sifra serije / Kod serije /
Partijos kodas / #tS / #8%/ HIX| RE / Ny F3—R

Date of Manufacture / Date de fabrication / Herstellungsdatum / Data di produzione / Fecha de fabricacion / Data de fabricagdo / Productiedatum / Tillverkningsdatum /
Fremstillingsdato / Valmistuspéiva / Huepounvia karackeur|g / Data produkgciji / Uretim Tarihi / [lata nponasoacTtea / Datum vyroby / Gyartas datuma / Datum vyroby /
Produksjonsdato / Datum proizvodnje / [lata Ha npou3BoacTso / Data productiei / Tootmise kuupdev / IzgatavoSanas datums / Datum proizvodnje / Datum proizvodnje /
Pagaminimo data / &7~ HHE / R / MY / fiEH

Caution / Attention / Vorsicht / Attenzione / Precaucion / Cuidado / Opgelet / Forsiktighetsatgérd / Forsigtig / Varoitus / Mpogoxn / Przestroga / Dikkat / BHumanue / Vystraha /
Figyelem! / Upozornenie / Advarsel / Pozor / BHumatue / Atentie / Ettevaatust / Uzmanibu! / Oprez / Oprez / Démesio / i¥& / 8 / oI / iFE

Manufacturer / Fabricant / Hersteller / Produttore / Fabricante / Fabricante / Fabrikant/ Tillverkare / Producent/ Valmistaja / Kataokeuaotig / Producent / Uretici /
I'Ij)‘omsop,mgnb / Vyrobce / Gyart6 / Vyrobca/ Produsent / Proizvajalec / Mpoussoguten / Producator/ Tootja / Razotajs / ProizvodaC / Proizvodat/ Gamintojas /
HhER / BhER / A=A/ BET

Country of Manufacture (Made in the US) / Pays de fabrication (Fabriqué aux Etats-Unis) / Herstellungsland (Hergestellt in den USA) / Paese di produzione (fabbricato negli Stati
Uniti) / Pais de fabricacién (Hecho en EE. UU.) / Pais de fabricag&o (Feito nos Estados Unidos) / Land van vervaardiging (gemaakt in de Verenigde Staten) / Tillverkningsland
(Tillverkad i USA) / Fremstillingsland (fremstillet i USA) / Valmistusmaa (valmistettu Yhdysvalloissa) / Xwpa kataokeung (Kataokeuaopévo otig HIMA) /  Kraj produkcji
(Wyprodukowano w USA) / Uretildigi Ulke (ABD Malidir) / CtpaHna npoussoautens (caenaHo B CLLA) / Zemé vyroby (vyrobeno v USA) / A gyart orszaga (Made in the US) /
Krajina vyroby (vyrobené v USA) / Produksjonsland (produsert i USA) / Drzava proizvajalca (izdelano v ZDA) / Ctpana npoussoauten (Mpousseaero B CALL) / Tara de fabricatie
(Fabricat in SUA) / Valmistajariik (valmistatud USAs) / RaZzotajvalsts ERaiots ASV)/ Zemlja proizvodaca (ﬁroizvedeno u SAD-u) / Zemlja proizvodnje (proizvedeno u SAD) /
Pagaminimo $alis (pagaminta JAV) / 4£77F (EE&E) / ':'HEE@ EMFENE) / MEF0l=4) /7 RiEE CKER)

Do not use if package is damaged / Ne pas utiliser si 'emballage est endommagé / Nicht verwenden, wenn die Verpackung beschéadigt ist / Non utilizzare in caso di imballaggio
danneggiato / No utilizar si el paquete esta dafiado / N&o use se a embalagem estiver danificada / Niet gebruiken als de verpakking beschadigd is / Far inte anvédndas om
forpackningen ar skadad / Ma ikke bruges, hvis emballagen er beskadiget / Ala kayté, jos pakkaus on vahingoittunut / Mnv xpnoigoToleite av n cuokeuaaia ival KaTeoTpaupévn /
Nie uzywac, jesli opakowanie jest uszkodzone / Ambalaj hasarliysa kullanmayin / He ucnons3oatb, ecnu ynakoeka nospexaeHa / Nepouzivejte, pokud je obal poskozen /

Ne hasznalja, ha a csomagolas sériilt / Nepouzivajte, ak je obal poSkodeny / Ikke bruk hvis pakningen er skadet / Ne uporabljajte, e je ovoj poSkodovan / [la He ce nanonsea, ako
onakoBkaTa e nospeaeHa / Anu se utiliza daca ambalajul este deteriorat / Mitte kasutada, kui pakend on viga saanud / Nelietot, ja iepakojums ir bg;éts / Nemojte upotrebljavati ako
je ambalaza ostecena / Ne koristite ako je pakovanje oste¢eno / Nenaudokite, jei pakuoté paZeista / WREIZEHIR, &R / el @Iiﬁéﬁ, BDER/ i’é*or-’.'_‘-’é* = 4L
AFESHA| OHdAIR.  / REAERIEL TLSIBEEFERAL BN &
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Medical Device / Dispositif médical / Medizinprodukt / Dispositivo medico / Dispositivo médico / Dispositivo Médico / Medisch hulpmiddel / Medicinsk apparat /
Medicinsk udstyr / Laéketieteellinen laite / latpikiy ouokeur)/ Wyréb medyczny / Tibbi Cihaz / MeauuuHckoe usgenue / Lékarské zafizeni / Orvostechnikai eszkdz /
Zdravotnicke pomécky / Medisinsk utstyr / Medicinski pri&omoéek 1 MeauuuHcko uspenve /  Dispozitiv medical / Meditsiiniseade / Mediciniska ierice / Medicinski uredaj /
Medicinski uredaj / Medicinos prietaisas / BEfrests;, / B&fEest, / 2= 7|7| / EReies
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Authorized Representative in the European Community/European Union / Représentant autorisé établi au sein de la Communauté européenne/I'Union européenne / Bevollmachtigte
Vertretung in der Europaischen Gemeinschaft/Europaischen Union / Rappresentante autorizzato nella Comunita europea/Unione europea / Representante autorizado en la Comunidad
Europea/Unién Europea / Representante Autorizado na Comunidade Europeia/Unido Europeia / Officiéle vertegenwoordiger in de Europese Gemeenschap / Europese Unie / Auktoriserad
representant inom Europeiska gemenskapen/Europeiska unionen / Autoriseret repraesentant i Det Europaeiske Fzellesskab/Den Europzeiske Union / Valtuutettu edustaja Euroopan yhteisdssa/
Euroopan unionissa / Eykekpipévog avTirpdowtog otnv Eupwtraikr Koivétnra/Eupwtraikr) ‘Evwon / Upowazniony przedstawiciel we Wspolnocie Europejskiej / Unii Europejskiej /

Avrupa Toplulugu'nda/Avrupa Birligi'nde Yetkili Temsilci / YnonHomoueHHbIi npeacTasutens B EBponeiickom coobliectse / EBponeiickom cotose / Autorizovany zastupce v Evropském
spolecenstvi/Evropské unii / Meghatalmazott képvisel6 az Europai K6zdsségben/Eurdpai Unidban / Opravneny zastupca v Eurdpskom spologenstve/Eurdpskej unii / Autorisert representant

i Det europeiske felleskapet / EU / Pooblas¢eni predstavnik v Evropski skupnosti/Evropski uniji / YnbnHomolleH npeactasuten B EBponeiickata obwHocT/EBponeiickis cbios / Reprezentant
autorizat in Comunitatea Europeana/Uniunea Europeana / Volitatud esindaja Euroopa Uhenduses / Euroopa Liidus / Pilnvarotais parstavis Eiropas Kopiena/Eiropas Savieniba /

Ovlasteni predstavnik u Europskoj zajednici / Europskoj uniji / Ovlas¢eni predstavnik u Evropskoj zajednici/Evropskoj uniji / |galiotasis atstovas Europos Bendrijoje / Europos Sajungoje /

BRI R/ RRHER BRI AN AR / BN FERS/ BB R RENSR / R 8 SSH/G 3 ol S0 2|2/ RuEREIR/ RUHES OREREES

ﬂ
X

Authorized representative in Switzerland / Rgﬁrésentant autorisé en Suisse / Bevollmachtigte Vertretung in der Schweiz / Raﬁgresentante autorizzato in Svizzera / Representante autorizado en Suiza /
Representante autorizado na Suiga / Gemachtigde vertegenwoordiger in Zwitserland / Auktoriserad representant i Schweiz / Autoriseret repraesentant i Schweiz / Valtuutegu edustaja Sveitsissé / ouyyevrig
uTroBupeoeIBIopOG / Autoryzowany p%edstawiciel w Szwajcarii / Isvigre deki getkili temsilci /YnonHommeHHblﬂgnpencraamenb 8 Lseiiapym / Autorizovany zéstupce ve Svycarsku / Hivatalos képviseld
Svég';:ban /Autoriz%vany Zzastupca vo Svajciarsku /Autorisert representant i Sveits / Pooblascen predstavnil%v Vici / YTbIHOMOLLIEH npeumgsmen B LLiseviuapus / Reprezentant autorizat in Elvetia /
\E/H0|I'-'i,| ct)tfd/e;ir}?a’a@ J\%%% E}Iﬂvarotais parstavis Sveicé / Predstavnik u $vicarskoj / Ovlasceni zastupnik u Svajcarskoj / |galiotasis atstovas Sveicarijoje / fﬁé:?ﬁﬂﬁ% | IR/ 2%A 52
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Unique Device Identifier / Identifiant unique du dispositif (UDI) / Eindeutige Geratekennung / 1D univoco del dispositivo / Identificador unico del dispositivo / Identificador Unico
de Dispositivo / Unieke apparaat-id / Unik enhetsidentifierare / Unikt enheds-ID / Yksildllinen laitetunniste / Movadiké avayvwpioTiké ouokeurig/ Niepowtarzalny identyfikator
wyrobu / Benzersiz Cihaz Kimli§i / YHukanbHbIi naeHTUdMKaLMoHHbI Homep naaenus / Jedine¢ny identifikator zafizeni / Egyedi eszkbzazonositd / Jedineény identifikator
zariadenia / UDI (Unique Device Identifier) / Enoli¢ni identifikator naprave / YHukanen ngexntudmkatop Ha nsgenuerto / Identificator unic al dispozitivului /

Kordumatu identifitseerimistunnus / lerices unikalais identifikators / Ovlateni predstavnik u Europskoj zajednici / Europskoj uniji / Jedinstveni identifikator uredaja /

Unikalus prietaiso identifikatorius / ME—IZEARRRT / ME—RMEERFT / 7171 17 AEX / HEEEHRIF

Distributor / Distributeur / Vertriebsniederlassung / Distributore / Distribuidor / Distribuidor / Distributeur / Distributér / Distributer / Jakelija / Aiavopéag / Dystrybutor / Distribltor /
DuctpuGetotep / Distrilqutor/ Forgalmazé / Distribator / Distributer / Distributer / QuctpubyTop / Distribuitor / Edasimiitija / Izplatitajs / Distributer / Distributer / Platintojas / #2557 /
KR / RS/ BRTEE

Importer / Importateur / Importniederlassung / Importatore / Importador / Importador / Importeur / Importér / Importer / Maahantuoja / Eicaywyéag / Importer / Ithalatg! / MUmnopTep /
Importér / Importér / Dovozca / Importgr / Uvoznik / BHocuten / Importator / Importija / Importétajs / Uvoznik / Uvoznik / Importuotojas / #7 / RS / = LA / aAN%E

Model Number / Numéro de modele / Modellnummer / Codice modello / Nimero de modelo / Numero do modelo / Modelnummer / Modellnummer / Modelnummer / Mallinumero /
Ap. povtéhou / Numer modelu / Model numarasi / Homep moaenu / Cislo modelu / Modellszam / Cislo_r_nodelu / Modellnummer / Stevilka modela / Homep Ha mogen / Numar model /
Mudeli number / Modela numurs / Broj modela / Broj modela / Modelio numeris / 45/ BlgE ) 2 HZ / EFILES

BlIIEE

Australia Sponsor /

Not made with natural rubber latex. / Ne contient pas de latex de caoutchouc naturel. / Ohne Naturkautschuklatex hergestellt. / Non fabbricato con lattice di gomma naturale. / No hecho con latex de caucho
natural. / Nao fabricado com latex de borracha natural. / Niet gemaakt met natuurlijk rubber latex. / Ej tillverkad med latex naturgummi. / Ikke fremstillet med naturgummilatex. / Ei sisélla luonnonkumilateksia. /
Aev kataokeuaZeTal pe T xprion uaikou AdTe€. / Nie jest wykonana z naturalnego lateksu gumowego. / Dogal kauguk lateksten yapilmamistir. / NMpu npon3BoAcTBe HE UCMONbL30BAsCs NAaTEKC HaTypanbHOro
kayuyka. / Pfi vyrobé nebyl pouzit pfirodni kauCukovy latex. / Nem természetes gumibol késziilt. / Nie je vyrobené z prirodného latexu. / Ikke laget av naturlig gummilateks. / Ni izdelano iz naravne gume

iz lateksa. / He cbabpxa ectectBeH natekc. / Nu este fabricat din latex de cauciuc natural. / Pole valmistatud loodusliku kummilateksiga. / Nesatur dab aucuka lateksu. / Nije proizveden od prirodnog

Sil 1ga ki
gg?n;?og lateksa. / Ne sadrzi Brirodni gumeni lateks. / Pagaminta nenaudojant gamtinio kauciuko latekso. / FAEFRRARKZLEIRL. / ﬂ%ﬂEEﬂ?&%B&S?Lﬁgﬁio /A DB glElA 2 HEgX| %2/
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Gynesonics, Inc.

200 Cardinal Way #250
Redwood City, CA 94063 USA
Telephone: +1 650-216-3860
Fax: +1 650-299-1566
WWwWw.gynesonics.com
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Hologic Ireland Ltd.
Sir John Rogerson’s Quay 70
D02 R296 Dublin, Ireland

Hologic Suisse SA

World Trade Center Avenue
de Gratta-Paille 2 1018
Lausanne, Switzerland

Hologic Ltd.

Ce

Oaks Business Parks, Crewe Road, Wythenshawe,

Manchester, M23 9HZ, United Kingdom

MDSS GmbH
Schiffgraben 41
30175 Hannover
Germany

MedEnvoy Switzerland
Gotthardstrasse 28
6302 Zug

Switzerland
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medica COMPANY

Summit Medical LLC
815 Vikings Parkway, Suite 100
St. Paul, MN 55121 | USA

P: 1-888-229-2875 | +1651-789-3939
F: 1-888-229-1941 | +1651-789-3979
www.summitmedicalusa.com
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