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READ THIS SECTION BEFORE PLACING PRODUCT INTO SERVICE
Indications for Usa:

The FocESS™ Smimcopn Storlization Tray s used bo organize and protect the FocESS Sinscones hat e sierilized by o hosithcare
reader, The FocESS Sinuscope Sterilization Tray B inlended to allow sterilization of the enclosed madical desices durng sise
atorilization cyclos ;

= PFE-VCLTT SLedam = STERRAD® 1005 Standard + STERRAD® 100MNX Standard

»iptileng oxbida * STERRAD® NI Standand = STERRAD" [GOMY Expross

The Tray is intended to be used in conjunction with a legally morkoted wrap. The Tray s nob intended on its own o maintain steifity
Digvice Description:

The FecESS Sinuscope Sterlization Tray ks wed to enclose srd hold the FocESS Sinuscopes in an organdzed masinis during the
slerfiizadion process and sulsaquent stormge and trensportation. The ey doess nol have dieect patienl cantact. The tray by ibolf does
not malntaln storility, The tray s composed of aluminuam snd has & rectanguler bege with sicheble covor, The tray has poriomiiong
to-allow storilant penatralion. The tray contosing silicona inttrument holdery in the base and/for coaver o holad, organize and protect ihe
surgical Instruments within the tray dusing the stedlization precess and subsequent storespe and trisnsportation.

Starllization Methods and Canflgurations

» Allochave Sterillzation Parmmeter w Ethylene Guide (EC o STERRAD' 1005 Standard Cycla
Cycla @ Pra-vadinim Freconditiong Pearamelerd:
Temparature | 290 F (132° C) Temparature: 137F {S5°C) « STERRAD® 1D0MK Standard Cycle
Expasun: Tirme : 4 miliubes Relative Burmidity: 708 15% » BSTERRAD® NX Standard Cyclo
Mirmimum Dy Time ; 30 rrinutes TimiE 1 hiiwe

L]
Sterlitaation Pararpter: n STERRAD' 100NX Exprass Cycle

Temperatune: B31°F (55°C)
Minimum Exposes Tima; 120 minutes
Minwmuen Acration Time: 12 hagrs
Limitatlon on Processing
iy Thao ond of useful e on the Tray Is & minimum of 25 sterleation cycles, nspect the tray before use for woar and demage consed
by use end discontinue use if visible signs of wear are presant including corfosion, mechanical fallures, eracking, peeling, Taking,
brokon welds, damaged feol, damaged latchey, darmaged Hold-1t / Hold-Down, discoloration, ofc.

¥} Lo Table 2 for stevilization methods and configurations.
3 DPONOT OVERLDAD the Try or cemponents,
dy OO MOT OVERLDAD individunl Hold-t siots, Load only ore mnstrumant par Hold=It shot

5} Insldo of storilizers, D0 NOT STACK Individually wiapped Trays of components. Seporsts wrepped Trays or cormponants from aach
ather or any other items on separate shitlves of the Sorilizer o allow for magimum stelant Mo,



https://manuals.plus/m/6233243be71e960fd58a23c9cfa7b4e7a60944a929ecb412d8dee731f559323d

Limitation on Processing (cony

6} The use of non shearbent tray linors (Lo, sllicone fimgered organizng mat) con cose condansate to pool. IF visibls madiure is
prasenl, re-slerilizs with & longer doy e

¥ No lurmen chalms as the FOCESS Sinuscape has o lumend

By The todad weight of the syslam {eg. troy and instrermend lood) must not exceed 75 pouncls,

9} Tha FoCESS Sinuiscogss shild be prepaned and sterilized acoording 1o tht insbructions for ue, see Instructions for Use, (REF $260-001),
WARNINGS

L only mautral (G0 = A5} pH detergants to avwoid damesging tho finishe & detorgant wWith a highly acidic o Righly atikalineg pH could
permanently damaga the encdared alumirmam Fimish of 1he (ray and metal compononds.

Mote : Cloan and inspact tray according to the Instructions provided prior to placing into service. ]

UNIVERSAL PRECAUTIONS

= Personnel should wess & personal protective chothing and equipment as recilred by thelr emplayers / depariment’s oporating
procedures for the contarmination level they will be exposed to

» Keep dissimiar rmetsls separated during storilization to provent connosion

POINT OF USE

fermova §oil with disposable cloth/paper wipe

CLEANING

Equiprmant. Enaymalic deberpent, brish and nmning waber: Lise anly nedtral (60 - B5) pH solutions, midly alsline and irea of sodiem

carisonate fo avald damaging finish for alurminden caseties, [0 MOT use scouring pads o abrashe cleanar, DO MOT sbom cassstis i Bosd

Manual Gross Decontamination:

) Remve ol visiolo sofl end contaminates uging & solt bristie brush, The entire cessetio should ba Immarsed while cloaning to aid n the
reroval of contaminates and o reduce splashing of detergont on personns] for & renirmam of 2 minutes.

23 Hirse thoroughly for a minsmiem of | minube with cloan watsf b remove all detesgent. Soa rinsing instructkon en the detergent labal.

Ultrasonic clean:

Prepare enzyme wash inan ultrasonic clopning unit, Place a single casseiie i the delergent and run for 3 minimum of T reinukes
Rinsw for @ minkmim ol 2 minutes with cold tap water, Visually inspact cassette for contaminates, Repeal He cyvele i necessary to
mmiowe wisibie contamination

Automated washer:

The Trays will compliate the cleaning process in an sutomatic wash sysiem. The validated chooning process s raflecied in Table 1,
Takba 1:

CYCLE WATER TEHER CLUANING PRDCESS

Pty | ok 3 Card Nage Walae s cariuinion Tiesm : 3 miraiie Mohar Aoy eomolinn of i arnmelic wash cee, Wy ingnece
i Wiy For Gy pevrnindng wnlBle poil AN wnie eof must b

Eraryern W bl Tap ‘Waier Eazeiing Timm 1 rintos by Fusrd cheaninig, brimiving, wiiraspndc aod aovbona! auinmedle croles
pnnr P panaling Fo aferdissiion

Wasn o Vel 65550 Pa-Crsolalinh Tane | ™S el

CE RN tul Tag Yalai Te-chrrubiiion Thos : 5 ol

DISINFECTION

Tha tray b ntendod 16 be lesminally sleclized.

MAINTENANCE, INSPECTION AND TESTING

The Eray may bo mused untll Enacceptalsls daleriosation such s corrosian, cracking, nust, paaling, flakdng discolaration, o mechanical
[alhang gocisrs. Shans of mechanical falure include

= ErgRnn ofF Crickesd Corfiees oF vwishds + Missing borm or cuf sificono inserts
= Bradony or non-working [alches + Migghing or damagped feok
STERILIZATION

oo Tabde 2. lor steriilzation methods and cycles that lerve boen validatod for the sterilization of the FecESS Sinuscope Sterillzation Tray,
Therse ara onby walld with sterlization equiprrent that is prosedy martained and calibrated - AAME TR 7 p37 Minimom dey Limes are
recuined Lo prevenl wet packs,




STERILIZATION cconry

Talvie 21
The following stordization methods ey beon vabidated for the
et ':T":If'““’ FoCESS Siriscope Sterlllzation Tray:
'Imn TP F 1R 3
Staam - PraVacuum Expusa Tans & mrénules * Thiz o minute suboclwe sterifizotion cecle in begaly morketad
Ly Timm 0y mrarie werap, cheared by the FrA,
mﬂ; S— « The Ethylone Cide (£0) sterilzation cyce in legally marketed
fialstion buamidlty  POSTSR wram cleared by the FOM
Ethybene Oxide (EQy | frecondtentine  |hos = The STERRAL 1005 Standand sterflization cych i logay
ExDarin 1 LN Preitinmd marleated wrap claamd by the FOA,
esmctoirr oo + The STERRAD T00KX Standard storization cycle in legally
era marketed wrap clearod by the FOA
* Tho STERRAD 100NX Express sinorilization oyl In kegally
STEHR Eparudant
A 100MX rnarketed wirap clesrad by He FOA
i B k-~ s The STERFAD MX Standard sterilization cycke in isgafly
STERRAD NX Rty il wire cheared by He FTA

Use an FOW, claared wrag to mainiain stesility,
Please comull the stecilizer mstruction manual b ensure nkfended Ioads are compatite s@h the sntended storlization ek,

STORAGE
Shore lerminally sterle trays that ane wiapped on storage sholl m a hormontad position, Consull wiap manulaciurer foe shilf ife inflormation.

WARRANTY

LIMITED WARRANTY FOR THE TRAY,

THIS LIMITER WARRANTY ARD THE REMEDY PROVIDED HEREIN ARE EXCLUSHVE AND B LIEL OF ALL OTHER EXPRESS
WARRANTIES AND, LUMLESS STATED HERE-IN, ANY STATEMENTS OR REPRESENTATICNE MADE By ANY OTHER PERSON OR FiRM
ARE VIOMD. THE DURATION OF ANY IMPLIED WARRANTIES OF MERCHANTARILITY OR FITHESS FOR A FPARTICULAR PURPOSE
HALL BE LIMITED T THE DURATEON OF THE EXPRESS LIMITED WARRANTY. MEITHER SLMMIT MECHCAL MOR ITS AFFILIATES
SHALL BE LIABLE FOR ANY INCIDENTAL, COMSEGQUENTIAL OR SPECIAL LOSEES OR DM MAGES, RESULTING FROM THE USE OF
INABELITY TCrLISE THE TRAY, WHETHER RESLILTING FROEM BREACH OF WARRANTY QR ANY OTHER LEGAL THECRY,

This Limited Warranty gs you speciflc legal rghts, and you may also have other righls which vary from State o Stifo. Some Stotos
do nol alfow limitations on how kong an implied warranty Basts, or do not aliow the axclusion or Bmitation of incidental or consegueentisl
damnages, so the above limitation o exclusions may nol apnly 1o you

What 8 Covered, Surmil Medical wairants the original purctaser that the Tray enclosed with this Lmited Warranty conforims bo tha
manifactuner's spocifications and s free from defects in workmanship and matertal for a pesied of 12 months from the dato of original
purchaso. |F the original purchaser transfors tha tray to anothor party, this Lirvited Warranly will nal be anforcoable by the pariy o
whnin the product B transferrad,

What Wa Wil Do To Correct Problems. Should your Tray prove defective during this porlod, sou must nolily Enleliis Medical. You must
pearmit tha maradaciurer to make such imestigation, examinslion and Lests as the manufnciurer deems spprooristo and, i reguested to
oy s, ot welll return the product bo the address sot forth balow. Entedies Madical's sode cbligation under this Limited Warranty is, al lts
opikon, lo replaoe the defective product or products, withowt charge for poris or labors, Postage, Insurance or shipping eosls incurred in
prasanting your tray prodiect ar wasranly serdce are your responsibility.

What Is Mol Covarad. This Limited Warranly s contingent upaon propor use and maintenasnce of the product; it does ot cone
products that ke boen mpropery shippsd, o That Beve b mitused, sbused, neglecied, or improperly maintained, choaned ar
stored, or Uhal have besin serviced other thon by Summit Madical or an suthoria:nd géstrimitor or deaber of Summit Medical, or thal hvwe
ke rmasdilied without the scpoess spprival of Surmimnit Medical. Fatlure bo follow the directions in the cwner's manunl may constiuts
Improper use or malntenance of the product and couses this Limited Warranly bol io apaly. This Warranty does not axtend to nonmal
weas of Lo raplacerment Bema,

Wy e guestions or clalms meiated to this warranty, conbeck Entelflus Medicsl,

CHstributed by
mmmummw Entelbus Medical Inc, 1 [£[2] | [ner] | jrov] Eﬂ zﬂh f_'lh
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