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ACUMEBCUTRAKE, ACUTRAK 2E SCREW SYSTEMS
tal us, mel | eol us, and calcaneous.

CONTRAI NDI CKholnQNSai ndi cati ons f or
DESCRI PTAcQMNt:r ak and Acutrak 2 8S6¢téews afel deentgniedf ection; sepsi:
to provide fixation of wvarious dfuraanctti drye s0ra md! ad s tteyo tod mibeosn ew rpir| es otf

heal . The Acutrak and Acutrak 2 fscnagdwrdyast esnesnsiirtdl|videy titse suspect
following implants: prior to implantation. Patients wl
! Acutrak Fusion, Mini, Standarfo°||4O/W§n96/p703t°rpoerFaltd CradwWs | NSt
T AcuTwi st Screws e devices. These deV|ces are f
. o achment or fixation to the post
- Acutrak 2 Micro, Mini, StandacredrV|4ca7I % -h%r a&N & ,7 -0 ScurnfoVeS spi
The Acutrak and Acutrak 2 Screw Systems al so include
instruments to facilitate placelnlWPnLtANon l\/iAmprlRalnAtLS'SPE'@IeFli(DnAp'ﬂIaO1NSS' a

made of titanium alloy per ASTM F:
| NDI CATIAONS:r ak and Acutrak 2 screws have the

following indications: SURGI CAL | NSTRUMENT MATERI ATh&SPECI

instruments are made of wvarious gt
Acutrak Fusion, Mini, and StandartdaniAiomTvailsutmi nAiomy t raankd 2p oNiyonreor,s ¢
Mi ni , Standar d, 4.7, and 5.5 Screws: I ntended as a fixation devi
fﬁ: i?ah'f b?”?ii ??“f £1ragmf”ts Mpﬁ 'PStM%&ﬁ§MNT%(DNeF@Brgs%ﬂF mu s t
: € € 0 ! € erence 0 he typeueand 8%'e°t'hat best meets

close adaptation and firm seating

Plus; Ac uAtI rt ahko u2g h7 .t5h eS cprheyvgsi :c i Tami si sf it xheet il cena

or fusi ons ,c ofnrpaacntyu raensd, tchre opsatte oetnaami e sh eo fi niphoe
adius, ul nag,i vielni um, tfhe mnsurd,ocpuanteenlt! as,h ofuil bdu Ibae, ¢

Acutrak 4/ 5, 6/ 7, an
device may be wused f
clavicle, humer us, r
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SURGI CAL I NSTRUMENT | NFORMATI OBcEORI UBE: | mproper insertion of th
I nstruments provided with thisisgstamemafiebpossnhl i tgeodbrl oosen
reusabl e. be cautioned, preferably in writin
f The user must refer to the i R§FFPUMERtEdVPABElI efbhegéepePhi hBi S I
whether the instrument is sih§PeP@SEi B! tEN¥sAhl EhesdpYyi eeusge t
instruments are | alusleé¢d syimbhfih®d88§bO0RoaNAL or Il oosening, stress
described in the Symbol LegeR@asébfi 6h,! padowearing, particula

f Single use instruments must QCPPgégpdbgagﬁtgpeatg'bﬂﬁl?yﬁg?.un'
f Reusable instruments have e% |na, FE 5 pgssl ! (I) %ng ne
bmMet efel GFPBfBal PEFQUmhOo he p

after each use, reusabl e ins LUYMERE S mipUst p ewbPﬁBﬁcfﬁgt failur
where applicable for sharpnegﬁstws@ iofl@MBdR cBLYRBeEhe implant
cleaning, corrosion and |nteg i % p£ n Egnggc&iggortl n and/
mechanisms. Particular care §%"Fuk5_upsspgwrhaiGEH,&EMC fmabbs
bits and instruments wused fOEyEPEPn'snﬂaQ"e lnlgpplg@ nl SeELHOPor s
the MRI environment. Similar produ

SURGI CAL TECHSNJ QEIESal techni qudkescarriebeadv aiinl akelrens of how they may
describing the uses of this sysespemativeislihecabspuvabfiubtiobnyusefn
surgeon to be familiar with theéshpirimcledFr eG.brdif@erencesmeanodl f hre Megnet
product s In addition, it is tReVices pdhisli Bdilti any Bifomehica yRregeaghh t
familiar with relevant publications and consult with experienced
associates regarding the proce8UREGI BALol ISTRYMESTFOYVA Rhld INeGSe f f ec t
Techniques can be found on theoAcamgdAwemsdtenéacumedtnet he surg
instrument, the method of applicat

| MPLANT WARKONGSafe effective Subk’edichialy f£ChApAY [y ! nstrument bre
the surgeon must be thoroughlyt+§ﬁ1PFlg\Pmﬁ/pFB fRE Pﬁwgf"énf"’,hephgn !
met hods of application, instranéﬁF§,s'éﬁa PRES Eéﬁ]ﬁ ib¥§ speeds,
surgical technique for the devPEb.n.t‘f’H ChelPEe i enttHSQF H]Hattg
withstand the stress of WeightwﬁééFFHg?SIBthggaFfﬁ S 8|SS§§3:3§§|
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PRECAAT | iON®BLE ant shall GlekAaell Me reused.
stresses may have created i mperfecti

o] whi ch can
a device failure. Protéowpl ampl &hreginagyg

e

¢

0g/d rda thcohti nbge arn
Il E@aneENgMP ki hop

h
Such stress concentratdpeAsnoanreeamm a
dmiothave not be
t
b
m

ifferéempl mahef asoeird
ical, bmeomaensohal ednds
i mpWwanhi AagEg&r Pr@ay
may ¢KRle®hie?iahie aWijhhy i %he“‘?‘%n%%%'ntt%t'
ce the iimPRladitt cQmels® i G " X ohY tacq! twqrtrhat

eries wijtgh yieMRlodRtattar & uR Gt 24" HHAMNI K-
use device (SUD) has been reproce
| NSTRUMENT PBRBQAWTIueNeS:facility who has received appropr
instruments shall neversugd.r €dsad.i nBr @v iSAJPs adttegsdds con
created imperfections, bwwiogdh odanilssa® tconstddwitees reproa
Protect instruments ag®dDonsbotsausat ami ngmpamttnigkitme, suwg
oncentrations can | ead tbamfagieldunienpl ants should be discar
fUsers should wear appropriate per

EFPBGTI:bl e adverse effddPtPE)are pain,

rt, or nor mal sensatif@ansg ankrrersheoudrd DHeftgutaissuied p
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of the implant imay ustdawer odueg utrg eqxcappilveabl e
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attention to the correct expod

guality, and concentration.

2Carefully wash the implant m or
abrasive cleaners on implants Pr-wash 2 Cold tap N/ A
3Rinse implant thoroughly witHh or
purified water for final rins g ,,yme W 2 Warm tap Neult_ifa(") G;Z;’mat
4Dry the implant udirere &l oltdan P :
scratching the surface.

Ultrasonic Processing Wash | 5 WarmAIAaP DeLefqe”t wi t h
Equipment: Ultrasonic cleaner, (>40AC) P © |85
neutral detergent with a pH O W oI g may
cause additional damage to i mp Rinse 2 e\‘Nrartner (°>r4 N/ A e.
l1Prepare a solution using warn

cleaner. Follow the enzymati ¢ Dry 40 90AC N/ A
manufacturerés recommendations for use paying close

attention to the correct exposRu$lrymept ACergeudy plgnsrter UMt les and
quality, and concentration. must be thoroughly cleaned before
2Clean i mplants uItrasonicaIbe?lo?W:a mini mum of 15 minutes.
3Rinse implant thoroughly withW?)rIn'o?g%u‘%iI?ri%%aldvta't%vs. Use DI or
purified water for final rins®Decontamination of reusable instr
4Dry tne implant whieg alotmanoffEELELPEE LTI oY ShlE oS
scratching the surface. P S ;

. . to cleaning/ reprocessing. Excess
Mechanlcal ProceSS|.ng. wiped off to prevent it from dryi
Equi pment : Washer/d!3|nfector‘,grhqqtru%ler%nzsmrgebqldc be! QANLG i f9%d per
neutral detergent with a pH O e¥idence of training and competer

inclusive of current applicabl e ¢
hospital policies.
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71 f visible soil is seen, repe steps
above.
8 Remove excess moi stur e from t]|1 Two (2) minute prewash with cold tap wa
absorbent, nonshedding wipe. )
. . 2 Twenty (20) second enzyme spray|with ho

Combination Manual/ Aut omated C
Il nstructions 3 One (1) minute enzyme soak
l1Prepare enzymatic and C_d”:"lamtlln(4 Fifteen (15) second cold tap water rins
temperature recommended by th

solutions should be prepared 5 Two (2) minute detergent wash wiMB hot
grossly contaminated. (686 ACINLBBAF)
2Pl ace instruments 1in enzymtl6 Fify 15 d hot t ¢ b
submerged. Actuate alll moveahb ! een ( ) secon ° ap watefortnse
contact all surfaces. Soak fo Ten (10) second purified water i BSe. wi

; 7 c ]

Use a nylon soft bristled bru (686 ACILABAF) ts unt
al l visible debris is removed ard to
reach areas. Pay special att el8 Seven (7) minute hot air dry (116AC/ 240
Pnstruments fand Clea.” WItN.hOtaen:Note Foll ow washer/disinfector manufacture
Use of a sonicator will aid i ument s
Using a syringe or water jet Ndjﬂd)métm@do@‘leeéhluﬁ@ﬁD|93|0|’ﬁfé*¢tf1(0|¢ul|ﬁ
reach areas and any closely mahggdomUtbadCGhasher/dryer systems ar
3.Re_mov_e Instruments from_e_nzymeoﬁpg,ubqganang mebdBd! Por surgical
deionized water for a mlnlmumﬂgt1 gﬂ?ogngl}eﬁ"gvg?em may be used a
4Pl ace instruments in a suitabl mawaahee/ edhshgfector basket and
process through a standard Waﬁ'ﬂﬂg{Mﬁnbﬂtecggbum%s-tm?ougmy

0 owing minimum parameters atg GRSGPE'BFrbQLi VBOEPHARI ng.
cleaning and disinfection.

-} acumed’



@ EngliiUssh / PBAGE

STERI LI TY: 201licComprehensive guide to steam .
assurance in health care faciliti
System components may be providegs o_r i g i g

AF7017,-08TF -0A3TIM, -5 A8 MO0 ;05/0F0-0886-0885;
038908900-089®0808-08a@20N808ND80D1-1520-1884

Sterile PPtrreoediuk e : pr oduct was 8&)586-,0885@-,089@-,089(8-,089@-,0883@-,08&3(1
dose okGP5g®&mma irradiation Ac This tray has been validated to the
recomm_end !’eSIer'pa‘t'{agé@nppocjl-_‘fd”BGrrB\uinyséiesrpielceement Autoclave: NOT RECOMI
packaging is damaged, the incidpnt—must—be reported to Acumed.
The product must not be used, apPd¥asywsdm ABeocdateirned to Acumed.
Condition: Wr apped
NoSterile Pnloddsstcl|l early IabeleE T 1276 (92
provided in an unopened sterijl e|-XPOSUre Tempera (19 al |
i mplants and instrumen;s must.bEXposure Ti me: 4 minutes
sterilized by the hospital prio nste
devices has been validated wusin|bry Time: 30 minutes s
|'isted below, where deélvoiacdeesd a rreal B EEREREIRE IR PR R RS PR T Ty
all parts placed appropriatel y. |00 e ool oo oop
This tray has been validated to the
Sterilization Met hods Gravity Displacement Autoclave: NOT RECOMI
T Consult your equi pment manufactpu‘{erc“)s WriFten instructions [for
. . . . r-gacuum A¥t.OC av.e: .
specific sterilizer and |l oad clonfiounratinon i netruectianne
T Follow current AORN fAiRecommend|Condition: Wrapped
Sterilization in Perioperative AAMI
. . . Exposure Temper atl27°F A3)2
ST79: TZoOMMprehensive guide to s P P (1)
sterility assurance in health |Exposure Time: 10 minutes
T Fl ash sterlllzatlon.ls not recDry Ti me: 40 minutes onl
be performed according to requ
®
P K G2 7K Effez@1%e 06 -.- acumed



STORAGE | NSTRWBGETIrGeNS:n a cool d
i
a

and keep away from direct sunl
product package for signs of t
contaminati on. Use ol dest | ots

Consult instructions|for wus

Caution

APPLI CABIThleBY¥: mat eri als contain

Sterilized using ethylene o
about products that may or may n
particular country or may be ava| [sTErE Sterilized using irradiatio
trademarks in different countrie
approved or cleared by governmen Usey date
organizations for sale or use wi r
restrictions in different countr Catalogue number
approved for use in all countrie
these materials should be constr Batch code
solicitation for any product or i i n i
a particular way which is not au Authorized representative |
and regulations of the country w European Community
|l ocated.

Manufacturer

*®®SLE EEWII@H
=] | |B]

FURTHER | NFORMATI ©Nuest further Date of manufacture
material, pl ease see the contact b Ol S
document 0O not resteri 1 ze

Do neutser e

Upper | imit of tempenature

Feder al |l aw restricts this device to

-} acumed’



ACUMEBCUTRAKE, ACUTRAK 2E SKRUESYSTEMER
pa-ella, fibula, tibia, talus, ma |

KONTRAI NDI KAKRKIo@QNER::i ndi kati oner f
BESKRI VEASBEt rak og Acutrak 2 s&ktuer edrl edesil@ghenttinfektion, sej

at fiksere forskellige fraktur erPngg eosetldcetroivearl iurede rafo pkineolgil reg een
Acutrak og Acutrak 2 skruesyst emdrerd ajl rekolvied drlRdrs ofnhlegdenddev i s der ¢
i mplantater: overf Bl somhed, skal der foretages
! Acutrak Fusion, Mini, Standarpoat'4e/”5ter6/370”bge PlUVe Idur9eert il el 1
T AcuTwist skruer l['ejeinstrukser efter operation uc

) . anvendelse af disse komponenter . I
T Acutrak 2 Micro, Mini, Standagret.egiet: t3:15 sk& ule:fbasSthgRUe se el |
Acut-ngkAcutrak 2 skruesystemerr'(epelquknuedfenree)r p&-0S s pinalis cervical
instrumenter til at | ette placeringen impl antater.

MATERI ALESPECI FI KATI ONER FOR | MPL/

I NDI KATI @aMER:r ak og Acutrak 2 skfpyemthaerh@l genfdeemstillet af ti
indi kationer: F136.
Acutrak Fusion, Mini og StandarpyyTEARG UATILVESSPIE C 1 AC WA TE KO N2E RMIFCORO 'K | RU I
Mini, Standard, 4,7 o0g 5,5 skrueysTRIUMENTRESRE: r aBn&Merne er fremst
flkserlngsanordnlng til sm- knoglaqri.t eknedgdlaaf rraygmentiar sag| , titar
ostetomier. Er ikke beregnet tiylyignetrgrtf efngns p&lolk&rmpfaitkspernijng taf
bl Bdvbv.

OPLYSNI NGER OMI| BIRPULGNARKIERUr gen sKk:

og Plus; Acutryak g% 7d.eh Stkfpkerlog Ramig el se, som I

ng kan anvendeySg ptoiy! ffour3|otne0rpn_,f rnaglﬁtaugrteirg et"leprasr
avicul a, humer us, radi us, ul na, i i um, r

}-acumed

Acutrak 4/ 5, 6/ 7
fikseringsanordn
osteotomier af c



tilstrbPkke
formidler
medi ci nske

l'ig understBtte

mel |l em virksomh

oplysninger

|l se. 8Saelveamel pgenKerudghskddaprkaeade&ker e
eden ¢gcpmedenteeh, skal de vigtige
i dette dokument altld videregives til

patienten.

si kker og effektiv a

OPLYSNI NGER OM BRUG AF KI RURGI BKEulFrYyEMRUMENTERI dt
De instrumenter, der | everes magptekanei spsmempdkan
engangsbrug eller flergangsbru&omponenten er ikke
T Brugeren skal kontrollere in¥PBtmehaetsi mprkhelf
om instrumentet er til engandg¥btUbhtettePrepdekyln
Instrumenter til engangsbruguéﬁpinb?&ef0ﬁ1e89§}1m96
AGenbrug ikkeo som beskreveti N989Pmbel ioBkl &t1 BEe
T I'nstrumenter til engangsbrugkgpgpnﬁggsgrgggeﬁﬂﬁ'm
brugt en enkelt gang. e er migrering. Pat

. indj keret anvendel se

T I'nstrumenter til errgangsbrpg| @(/i?ﬂnp g ng et -
og efter hver brug skal i nst W ﬂH%FethEIFEﬁEQQH
kontrolleres for skarphed, sL ta g,fp §Egghgeb§¢
rengRBRring, tbkPring og intaktevL f%%ﬁggfﬁ?ﬁ ekpgh
det er relevant Vbr sbrlig B@%ﬂggkﬁﬁw pB reyorE
?nstrumenter, som anvendes thbl?hg,s Pﬂﬁlg [95 LU
implantater forbindelse med kiru

i mplantatet. Patient

KI RURGI SKE TEEBNFKKER:! Der er kmirsurykikelkee hvis vedk
tekni kker til r-dighed, som beskeratfroberogehmpf ade
er kirurgens ansvar at vbre bekéthdt meokprecedesyer
anvendel se af disse produkter. bbDetaedever Sgstdeetog
ansvar at vbre bekendt med relelbhatevpo-thti pBet o MRt
konsultere erfarne kolleger vebeBkerdetpmedebdansmn
pootper ati ve, klinisk

ADVARSLER VEDRI RENDE
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'Shellock, F. G. Reference Manual for Mﬁgqn§f|rcu|ﬁgmotngrpcem§que ty.ddenlaogs.hakdker ,
Devices: 2011 Edition. Biomedical Reseaﬂé Péj{)lnllsﬁlg rGrkoéjﬁ 2@ ]e til S Vi gt

ADVARSLER VEDRI RENDE KI RURGI SK T .
For sikker og effektiv brug afEQNPEIEMA @@Eﬁﬂg}jﬂﬁ%gﬁféﬂe éﬁzélgev"
ki rurgen vbre fortrolig med |ngrﬁgh§ntg ) v & stggﬁé'fa ?HSS‘BS
den anbefalede kirurgiske tekn Bryugs PP@F PRaq 'g'Q PRERF GRhEnt
s amt vbvsskade kan opst -, n-r %faf‘]ﬂqstrgfngﬂ$pé'r'g'8E§ Eﬁ'&etorga' 0
Rget belastning, hRj hastlghed etE{StQhB 18 PoEPKRY februg S E}&tpn
utilsigtet brug. Patienten afgv FF gfn ?“{;ghSEkgBHmebﬂ ? s fgieg:
. snel s an rekomme.  Me al_o%/er

som er forbundet med disse YPel I ePsLivEPRE 8k v ‘aLnﬁoHﬂeFFH bgu

der skyldes implantation af et fre
FORHOLDSREGLER VEDRI RENDEEKMPLBRSAhA@EBERgel se p- nerve elle+ bl RBdvbp
i mplantat m- aldrig genbruges. r&sdlrptygeone, bebPasnekngskar!l haveutil
frembragt skrRbeligheder, som kRanifmBlrentatsatil mpedaviRtetsesvepbte
Beskyt i mplant-agereenmddnnietiser, da s-danne
bel astningspunkter kan fRre tiREpGboRUKGEB®EDLEDEt N&nbefales ikke
bl ande i mplantationskomponenter fra forskellige producenter af
metallurgiske, mekaniske og fuRkhgB8nehbseskrasgsafebl iamgtad etra thelltrv eidk
i mplantationsoperationer | evergmnaskeenkdke. opcumkedpanbefntaenrs ikke
forventninger eller kan forringestmedlitsdennpnghail Beerkan emball e
nBdvendi ggRre revisionskirurgil oer asst airdikled ,f teg i snmpr aink kag ettare | VM Ferr
udf Bre et alternativt indgreb. sRavesdenskiRrubeghaatll esmpl aheabhet de
i kke ual mindeligt Advarsler og forholdsregler

T Resterilisering af i mpl antaterne
FORHOLDSREGLER VEDRI RENDE KI RURGIMpKENt at et kommer i kontakt med

I NSTRUMENKTIErRUr gi ske instrumente(f.tdkls.enkgantgakhhr mgd bi ol ogi sk vby

m- aldrig genbruges. Tidligere Ibéloagtnimegmk amrlawen off denmmgaat t il

skrBbeligheder, som kan fRBre tilgendtthamad &ni pgerts\giogtkem.dtBeasg leyt,
|l ovmbssige tilladelse til dette.

-} acumed’



engangsbrug, efter at denne hhFovbeee e paRsnmaed hAbGmaat mt va
bl od eller vbpv, udgRBr genbehandkehgBrings del eller rengBrings
fAnvend ikke i mplantatet, hvis 80@8FI¥Phdeah € tb?@\?&fnabé§l€§df§893r
Beskadigede i mplantater bBr bof€8REfifBgsmidliets producent
TAll e brugere bRr vbre kvalificgpgw)rgg o a gO{nESk&oEEFhQRFSFéPgS
bevis p- uddannel se og kompeteH@Q.dk Pbg E BRr XQRGERKEELALT ON.
passende personligt beskyttel288088fyt mppppjaterne med ultralyoca
Manue| forarbejdning SSkyl i m | a t tet grundigt me d dei
Udstyr: Bl Bd bRrste, neutralt erﬁ?;yrﬁe{]td' 104 gsr?lfleﬁgseﬁlj(?dul{teneglelterv
neutralt rengBringsmiddel med édBgHipplang aget af med en ren, bl
l1Forbered en opl RBsning af varmtr{/gﬁa ' !i gﬁ og
rengRringsmiddel eller renghRrMalkapirshuker arReigdain®m@falingerne
angivet af det enzymatiske reddgftrymgsyYaskehmaskiehéredesi nficering
rengRBringsmidlets producent foenghviemgeprsedulolg elPrerspbPméutgtal t r
opmbPrksom p- korrekt eksponer8ngsperiode, temperatur,
vandkvalitet og koncentratior
2Vask omhyggeligt implantatet
ell er slibende rengRBringsart:.

. i Forvas 2 Kol dt wvand Il kke relnevant
3Skyl i mplantatet grundigt me .
Anvend deioniseret eller rensts Neutral [Bizy-

. Enzymva 2 Varmt vand ; - ;
4TRr implantatet af med en ren matisk plf Pgi
ridse overfladen. _ _
Ultralydsforarbejdning Vask | 5 V“{“i45a23 dR:IngrEert;ngl-slmédS
Udstyr: Ultrasonisk rengBrings
rengRBringsprodukt eller neutra Varmt dei ¢ p- O
8,5. Bembrk: UltralydsrengRrin Skyl 2 e"ekcge”s‘ lkke relgpant
i mplantater, som har overfl ade -

TRr 40 90 AC Il kke relevant

-} acumed’



RengRBringskrav tAduimedtr ameé mtuefe:it eur pigske instrumenter skal tRBr

til behRBr skal rengRRres omhyggel irgtstfddamngésaenverdel heiishtde er f
retningslinjerne angivet herundé&mwnvalitet.
Advarsler og forholdsregler TAIl'le instrumenter skal kontroll
f Dekontaminering af genanvendel |l §8 PAstHMmBnt KPTERKErfHNPKBERRATY
skal foretages straks efter afédhotdnbrgeafatdemi ki umr golbhsk&ke ko
procedur e De kontaminerede insengfhennhgsmmdl ekkel ferl destnfia
tBrre ind fRr rengBring/genforbarbgpdeikPgkt Obasif bRdi genbRodngk
vbvsrester bBr tRrres af for atdetonhektdiendemdi eat el hdt BopeRp
overfladen. eller sbPrlige metalsalte. Til me
fAlle brugere bBr vbre kvalificéPePHpEisBnaPr¥emedldoRLMmERt EREL
bevis p- uddannel se o0g kompetMarceel Udedglsiimgan cleRi ngsvejl edni
inkludere aktuelt gbldende refppopgelted ehzymheandredey P8nsend
hospitalspolitikker. brugskoncentration og temperatu
TAnvend ikke metal bBrster ellerDekub8svémpbeunrndes dgerp opl Bsnin
manuell e rengBringsprocedure. opl Bsninger bliver stbrkt konta
TAnvend rengBringsmidler med |l2atxbgskommendcdenterne i den enzyma
overfladeaktive stoffer til madbekketenfggRoph§shongenh. k AkRhevee
instrumenterne i rengRringsopl BRengfRgengsRedygBti kgsmed!| et kont a
skal nemt kunne skylles af insbtBhentemindstotyat {@0hi minett e
rester. skrubbe instrumenterne forsigti
f Der bRr ikke anvendes mineral ofi 8r8pter VEr I pRobheEsmrPpEMPEKEAM
Acumed instrumenter. tilgbngelige. Vbr sbrligt opmbr
i Det anbefales—nmtutara\)eendemzpjmnatl'rksetromeenter' g rengRBr dem med
rensende midler til rengfBRring E]or Egﬁbgﬂﬁglrggdfﬁstﬁﬁ%gﬁf ?!
Det er meget vigtigt, at basi sRE' Sﬁﬂena@ﬁﬂ | 8F QQS%E Ingggf
omhyggeligt og skylles af instpPfh Fef L? rester ua. ru ov
a jerne alle synlige rester f
det bevbgelige omr-de, o0og skrub

-} acumed’
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skurebBrste. Drej delen, samt2tdbgti metdramedéeerakriubbdes pnzgenti
for at sikre, at Il e sprbhpkkerdbkkeengjoopkRBsningen. Aktiver al
3Tag instrumenterne op, og skylrgemBomARggaedl gt kAageer i kontakt
rindende van@d3) mimdtsternrevVpr $bidj g@t mindst ti (10) minutter. E
opmbrksom p- kanyleringer, og BKugbbag Seﬁkfﬂ@eﬂfﬁfﬁﬁ ERypi gthpot
svbrt tilgbngelige omr-der. fjernet. Vbr sbhriligt opmbrksom p-
4 Lbg instrumnelnuemmcdzsibnd(redwltralde'sIe%%rb%Iel'ge' Vbr sbriligt opmbrks
med rengRBringsopl Bsning. Aktivgpsgf&i_@egé9ﬁgep9 Eeﬂfpé,dgm med ¢
rengRBringsmidlet kan komme i k ﬁgk ) HUQIPE g\t/e+J féagy_dsappar
Soniker instrumenterne i mindsf™ Vg?fg]}gmfﬁpgféan a Pnstrumer
. vandstir-le v] orbedrg skyl nin
5Tag instrumenterne op, 09 skyl ogel | ¢dhbpfiappatokaRdoleifust,
tre (3) minutter, eller |ndt|% I e te?n = 0 elle%; rester ‘
| Pngere kan ses i skyllevande ._Ta.gplt.ngfg PWEP‘SB&BrQQoSﬂ gnzymop
kanyl eringer, o0g brug en sprBJFS'PPfSSfegkpr Li g n \7Er?t (1)
tilgbPngelige omr-der. 4.Pla_cer_ins_trumenterne i en passer
6 Kontroller instrumenterne undepeﬁbp 5Fe5épg§ﬁpﬂgrf"16r gﬁ 5@” gﬁ’]n
alle synlige rester er blevet PE@FH fceritngsprogram. .Igehde "
7Hvis der forekommer synlige resetgs,n 'IsI%!';\,et;iorqer?{anhyglgellg rengRr
ultralydsbehandling og gennemskylning angivet ovenfor
gentages.
8TRr overskydende fugtighed af instrumenterne med en ren,
absorberende, fnugfri serviet.
Vejl edning i kombineret manuel / automati sk rengRBring og
desinficering
l1Forbered enzymatiske o0og rensende midler iht.
brugskoncentration og temperatur anbefalet af producenten.
Der bRBr forberedes nye oplBsninger, n-r de eksisterende
opl Bsninger bliver stbprkt kontaminerede.

-} acumed’



STERI LI TET
1 To (2) minutters forvask med ko dtsyasntdefmkaomn(énenterne kan leveres st
2 Tyve (20) minutters enzymspray S\farm} vant%er{ézasupkarpl e produkt er bl e
3 Et (1) minuts iblRdlI Pgning i enzym@ti sMi dpil Madi ngkdGsyi g apmmazsg ,rG-1 i ng. Acur

i kke, at man steriliserer sterilt
4 Femten (15) minutters skylning k @ lednt Safnéirfflaehfenrﬁba(lxlzhge er beskadi ge
5 To (2) minutters vask i rengrSri1gstmiid|defb\cu evdarmt dduKtetharqn_'n i kke anve

(686 AGIAG6AF) Acumed
6 Femten (15) sekunders skylning nedU\éa[rénFiv|af%éﬂ&1dhuﬁ|ﬁﬁne produktet er ty
- Ti (10) sekunders skylning med ens O&tM v§r{de[fnéd|tvaloggr| Vn@rreqtsel(ﬁgn u_'bnet[
66 AGlLa@G6AF) Acumed, skal le i mplantater og i

usterlle lUster_lle anordninger er
8 Syv (7) minutters tBrring med varmglhufr i (1il§ eACi/l A4gY0os pBIr amet rene angi vet
Bembr k: FRI g udtrykkeligt vejledningen mleedveraeltI gf dvgékemgs!ke}%en ?t korrekt.
desinficeringsapparatets producent

Sterilisationsmetoder
Vejledning i automatisk rengRrfiddsdadisifyéletisod abri kants brugsvej
1 Det anbefales ikke at dnvende 35?5h5i?§kén9§§l?8ara_t samt Ifonflg
tRrresystemer som den eneste VYERbOBrrRABEMatbABErNE ki APRYI §Recon
instrumenter. Sterilization in Perioperative Pr
f Et automatisk system kan anven§t-e(zg'sP'g;fbmroeéqfeﬁlsgevnedegu'hde lttohste.
proces til manuel rengfBring. stert I|y assurance In| €a " car
I nstrumenter bRr kontrolleresﬂg A bl "t RE F??{P §8r | éefo
T u nglggn ugfﬁres ? Bl ge %est mmet1

si kre effektiv rengfBring.
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Di sse bakker er

Aut okl avering,

bl evet godkendt i ht.

tyngdekraftsforskydni

Autokl avering,

pr Pvakuum:

Tilstand:

I ndpakket

13%C ( 2F)0

Eksponeringstempg

Eksponeringsperi 4

mi nutter

TRBrreperiode: 30

mi nutter

ATDPO001:6 7020 -C7A0T02/-60QR2/-6023, -MATDD /-MT Q2 /

ATMO003, -SADD /-0 @2 /-20Q23
Di sse bakker er

bl evet

godkendt i ht.

Aut okl avering,

tyngdekraftsforskydni

Aut okl avering,

pr Pvakuum:

Tilstand:

I ndpakket

F

Eksponeringstempdl3 ( 2r)0

Eksponeringsperiql0 minutter

40 minutter

TRBrreperiode:
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OPBEVARI NGSI| NSTORUKeSVEaRr:es et Kk
sted og vbPk fra direkte solly
produktemball agen fRBr brug fo
forsBgt -bnet, el l er den er k
det Pldste parti fRBrst
ANVENDEL| ®GHED:e materi al e ind
oplysninger om produkter, der
tilgbPngelige | et specifikt |
tilgbngelige under forskellig
|l ande. Produkterne kan vbPre g
statslige regulerende myndigh
anvendel se med forskellige in
begr bnsninger i forskellige |
ikke godkendt til anvendel se
oplysninger i dette materiale
mar kedsf RBring eller opfordrin
eller til anvendelse af et pr
i kke er godkendt i ht l ovgivn
| Pserens | and.

YDERLI GERE OPL YNNI N&GtERbede om
udl everet yderligere materi al
kontaktoplysningerne angi vet

ADVARSEL:

o

|i Se brugsanvisningen
A Forsigtig
Steriliseret ved brug af et
[STERLE[R] |Steriliseret ved brug af st
]
PAY Hol dbarhedsdato
Katal ognummer
Partikode
Autoriseret reprbPsgegntant
ropbPiske FblIlesskahp
‘ Producent
(Vv Fremstillingsdato
@ M- i kke resterilisperes
® M- i kke genanvendes
,i’ Ifvre temperaturbegl Pnsni

professionel'tt

brug.
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ACUMEBCUTRAKE, ACUTRAK 2E SCREW SYSTEMS
tal us, mel | eol us, and calcaneous.

CONTRAI NDI CKholnQNSai ndi cati ons f or
DESCRI PTAcQMNt:r ak and Acutrak 2 8S6¢téews afel deentgniedf ection; sepsi:
to provide fixation of wvarious dfuraanctti drye s0ra md! ad s tteyo tod mibeosn ew rpir| es otf

heal . The Acutrak and Acutrak 2 fscnagdwrdyast esnesnsiirtdl|videy titse suspect
following implants: prior to implantation. Patients wl
! Acutrak Fusion, Mini, Standarfo°||4O/W§n96/p703t°rpoerFaltd CradwWs | NSt
T AcuTwi st Screws e devices. These deV|ces are f
. o achment or fixation to the post
- Acutrak 2 Micro, Mini, StandacredrV|4ca7I % -h%r a&N & ,7 -0 ScurnfoVeS spi
The Acutrak and Acutrak 2 Screw Systems al so include
instruments to facilitate placelnlWPnLtANon l\/iAmprlRalnAtLS'SPE'@IeFli(DnAp'ﬂIaO1NSS' a

made of titanium alloy per ASTM F:
| NDI CATIAONS:r ak and Acutrak 2 screws have the

following indications: SURGI CAL | NSTRUMENT MATERI ATh&SPECI

instruments are made of wvarious gt
Acutrak Fusion, Mini, and StandartdaniAiomTvailsutmi nAiomy t raankd 2p oNiyonreor,s ¢
Mi ni , Standar d, 4.7, and 5.5 Screws: I ntended as a fixation devi
fﬁ: i?ah'f b?”?ii ??“f £1ragmf”ts Mpﬁ 'PStM%&ﬁ§MNT%(DNeF@Brgs%ﬂF mu s t
: € € 0 ! € erence 0 he typeueand 8%'e°t'hat best meets

close adaptation and firm seating

Plus; Ac uAtI rt ahko u2g h7 .t5h eS cprheyvgsi :c i Tami si sf it xheet il cena

or fusi ons ,c ofnrpaacntyu raensd, tchre opsatte oetnaami e sh eo fi niphoe
adius, ul nag,i vielni um, tfhe mnsurd,ocpuanteenlt! as,h ofuil bdu Ibae, ¢

Acutrak 4/ 5, 6/ 7, an
device may be wused f
clavicle, humer us, r

-} acumed’



SURGI CAL I NSTRUMENT | NFORMATI OBcEORI UBE: | mproper insertion of th
I nstruments provided with thisisgstamemafiebpossnhl i tgeodbrl oosen
reusabl e. be cautioned, preferably in writin
f The user must refer to the i R§FFPUMERtEdVPABElI efbhegéepePhi hBi S I
whether the instrument is sih§PeP@SEi B! tEN¥sAhl EhesdpYyi eeusge t
instruments are | alusleé¢d syimbhfih®d88§bO0RoaNAL or Il oosening, stress
described in the Symbol LegeR@asébfi 6h,! padowearing, particula

f Single use instruments must QCPPgégpdbgagﬁtgpeatg'bﬂﬁl?yﬁg?.un'
f Reusable instruments have e% |na, FE 5 pgssl ! (I) %ng ne
bmMet efel GFPBfBal PEFQUmhOo he p

after each use, reusabl e ins LUYMERE S mipUst p ewbPﬁBﬁcfﬁgt failur
where applicable for sharpnegﬁstws@ iofl@MBdR cBLYRBeEhe implant
cleaning, corrosion and |nteg i % p£ n Egnggc&iggortl n and/
mechanisms. Particular care §%"Fuk5_upsspgwrhaiGEH,&EMC fmabbs
bits and instruments wused fOEyEPEPn'snﬂaQ"e lnlgpplg@ nl SeELHOPor s
the MRI environment. Similar produ

SURGI CAL TECHSNJ QEIESal techni qudkescarriebeadv aiinl akelrens of how they may
describing the uses of this sysespemativeislihecabspuvabfiubtiobnyusefn
surgeon to be familiar with theéshpirimcledFr eG.brdif@erencesmeanodl f hre Megnet
product s In addition, it is tReVices pdhisli Bdilti any Bifomehica yRregeaghh t
familiar with relevant publications and consult with experienced
associates regarding the proce8UREGI BALol ISTRYMESTFOYVA Rhld INeGSe f f ec t
Techniques can be found on theoAcamgdAwemsdtenéacumedtnet he surg
instrument, the method of applicat

| MPLANT WARKONGSafe effective Subk’edichialy f£ChApAY [y ! nstrument bre
the surgeon must be thoroughlyt+§ﬁ1PFlg\Pmﬁ/pFB fRE Pﬁwgf"énf"’,hephgn !
met hods of application, instranéﬁF§,s'éﬁa PRES Eéﬁ]ﬁ ib¥§ speeds,
surgical technique for the devPEb.n.t‘f’H ChelPEe i enttHSQF H]Hattg
withstand the stress of WeightwﬁééFFHg?SIBthggaFfﬁ S 8|SS§§3:3§§|



| MPLANT PRECAAMTMIIONBSE ant shall GliAaelNl M& reused.
Previous stresses may have created i mperfections, which can
lead to a device failure. Protéoplampl &hme@inagesnshogsid rdaengonte doge arn
nicking. Such stress concentratibessnoeanreeacmmeodfal eanengMoki hgp
i mplant components from differémplmahefasteirdee nédmaiothave not be
recommended for metallurgical, bmeomansohal edndshontdi brapbrocessed
reasons. The benefits from impWwanhi 8gsge&r premayundbngmeet t he
patientds expectations or may ﬁq-?te%rtieqri‘?tieza“ﬁ’iitorh tyif mg he“‘?‘fn%?sd'ntt%t'
revision surgery to replace theiimrﬁqlaehqtchrmetsoicr]qor%oqﬂacq twqrtrhat
procedur es. Revision surgeries Wiits'%uiemﬁzlo%rita%t"’,”Psur?:cht a%n $QmPme n -
use device (SUD) has been reproce
SURGI CAL I NSTRUMENT BRBQAWTIuGNSfacility who has received appropr
surgical instruments shall nevemrsugd.r €headi nPr @v iSAJPs adttregsdds con
may have created imperfections, bWwiogdh odanilssa® tconstddwites repro
failure. Protect instruments ag®dionsots ulsat ami ngnpamtitnii¢kitm@, sy g
stress concentrations can | ead tbamfagieldurnenpl ants should be discar
fUsers should wear appropriate per
ADVERSE EFPBHGTEBYI:bl e adverse effddPtPE)are pain,
di scomfort, or abnor mal sensatfang ankrrersheoudrld Heftgutaissied per
damage due to the presence of amrviidglhart odr td ke ntivgsuma@i calmpet er
trauma. Fracture of the implant imay usg¢awr odugutrg eqixcappilveabl e ¢
activity, prolonged | oading upomotsipe tchevipowe., ciirgomplete healing,
excessive force exerted on ththWBhP”Pr@EE%Qannsert'0”- | mpl ant
mi gration and/or | oosening may_occur . et al ensi ti ity
hi stological, allergic or adveﬁgg'P@rgFAg §8£§ BF&S%LF%"L%%%NE
from i mplantation of a foreignn%}:{f%? ap ﬂmS&%ﬁEuW' efvBMo OFt
tissue damage, necrosis of bonéd PdrPRERe ar LI UJt i0dn USHOPdr Vaif N daF
the tissue or inadequate healing!®@&peresFlod |OWohhehengydadh e CdF
an i mplant or due to surgical tmadHdacturerds recommendations foc



attention to the correct expo

guality, and concentration.

2Carefully wash the implant ma or
abrasive cleaners on implants Prwash 2 Cold tap N/ A
3Rinse implant thoroughly with or
purified water for final rins Enzyme 2 Warm tap Neutral enzymat
4 Dry the implant udirre aloltdarn pPH O 8.5
scratching the surface.

Ultrasonic Processing Wash | 5 Warm tap | Detergent with
Equi pment: Ultrasonic cleaner, (>40AC) pH O 8.5
neutral detergent with a pH O b may
cause additional damage to i mp Rinse 2 W?NraTefl(i; N/ A e
l1Prepare a solution using warm

cleaner. Foll ow the enzymatic Dry 40 90AC N/ A
manufacturerés recommendations for use paying close

attention to the correct exposRu$lrymept ACergeudy plgnsrter UMt les and
quality, and concentration. must be thoroughly cleaned before
2Clean i mplants uItrasonicaIbe?lo?W:a mini mum of 15 minutes.
3Rinse implant thoroughly withW?)rIn'o?g%u‘%iI?ri%%aldvta't%vs. Use DI or
purified water for final rins®Decontamination of reusable instr
4Dry tne implant whieg alotmanoffEELELPEE LTI oY ShlE oS
scratching the surface. P S ;

. . to cleaning/ reprocessing. Excess
Mechanlcal ProceSS|.ng. wiped off to prevent it from dryi
Equi pment : Washer/d!3|nfector‘,grhqqtru%ler%nzsmrgebqldc be! QANLG i f9%d per
neutral detergent with a pH O e¥idence of training and competer

inclusive of current applicabl e ¢
hospital policies.
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71 f visible soil is seen, repea + : s <t : teps

above.

8 Remove excess mOiSt_ure f_romthl Two (2) minute prewash with cold tap

absorbent, nonshedding wipe.

Combination Manual/ Automated CI ¢2 Twenty (20) second enzyme spray|with |

Instructions 3 One (1) minute enzyme soak

l1Prepare enzymatic and cdielanmtiinog

temperature recommended by thel4 Fifteen (15) second cold tap water ri:1

solutions Shou!d be prepared w Two (2) minute detergent wash weth h ot

grossly contaminated. 5 (686ACILABAF)

2Pl ace instruments in enzymatic

submerged. Actuat e al | moveabl |6 Fifteen (15) second hot tap wateyg rin:

contact all surface;. Soak for Ten (10) second purified water eisné,e

Use a nylon soft bristled brusi7 ( 666ACIIHGAF) s unt

al l visible debris is removed. rd to

reach areas. Pay special atten]|sg Seven (7) minute hot air dry (1L6AC/ 2

instruments and cl ean wi tNo tae:

Us e of a sonicator wi |l ai d i n|Note: Follow washer/disinfector mandumhagttug

Using a syringe or water jet wildl i mprove flushing of difficult

reach areas and any closely magedmsgiuéd acleeani ng/ Di sinfection |In

3 Remove instruments from enzymeasgobwmhted Wﬁghéiﬂaﬁybﬂ systems ar

deionized water for a minimum ghl9nel edhi Mghteeho for surgical

4 Pl ace instruments in a suitabﬂgnwaahgmét@asggge@tﬁnomapagkjegsgada

process through a standard washmahbdistcntaastag.cycle. The

‘;lo'eg‘r’l}’v'n“ganm:j”:jr‘;‘r‘nfggf‘{“gﬁ]“S ﬁ‘iﬁs??ﬁﬁ@hi@'sRB{:!HhBEOPHBrougMy
9 ' to ensure effective cleaning.

-} acumed’



@ EngliENhH PAGE

STERI LI TY: 201licComprehensive guide to steam .
assurance in health care faciliti

System components may be provided e r | i e

AF7017,-0B80F -0A3TIM -5 A MO0 -0 5000 88@-0 8855 80

) ) 03890800-089®0808-08a@-N8080801:15207-1884
Sterile Ptrodiukte: product was X el feriolo o eiaiel ool s o6 ekl

dose okGp5g@®&mma irradiation. W These trays have been validated to
recommend resterpackagednpoddsdt R ECOMM
packaging is damaged, the incid e d .
The product must not be used, ajPde¢amuwnt Abteockravteur ned t o Acumed.
Condition: Wr apped
No#Sterile WPnloeddsastcl early | abel .
provided in an unopened steril e/Exposure Temperat27CF (132 all
i mplants and |nstrume.nF.s mu.st.bExposure Time: 4 minutes
sterilized by t heStheorsipliitzaat iporni o
devices has been validated wusin|Dry Ti me: 30 minutes S
|l isted below, where deévoiacdeesd =.A'I;72)0701 6%;0,9,0 C7ATO2-BT @2 /-BT @3, -MEDR /-MT Q2
al | parts placed AT-I/I003:-SE'DI)/’-SG'QZI-$Q'(23 /
These trays have been validated to t
Sterilization Met hods Gravity Displacement Autoclave: NOT RECOMM
T Consult your equipment manufactureros written T nstructions]| for
specific sterilizer and | oad cBPf Y A%'i°6'm2VEnstructions.
T Follow current AORN fiRecommendcondition: Wrapped
Sterilization in Perioperative . AAMI
ST79: iT@IMPprehensive guide to g¢Exposure Temperaf27¢ (132
sterility assurance in health Exposure Ti me: 10 minutes
TFlash sterilization is not rec ) ) I onl
be performed according to requPry Time: 40 minutes

PKGI& Effez@i%e 06 "" acumed



STORAGE | NSTRWCEToIrGeNS:n a cool dr
and keep away from direct sunlig
product package for signs of tam |i Consult instructions|for us
contamination. Use oldest | ots f

& Caution
APPLI CABIThleBY¥: mat eri als contain Sterilized using ethylene o
about products that may or may n
particular country or may be aval [sTErLE[R] Sterilized using irradiatio
trademarks in different countrie
approved or cleared by governmen ’>__< Usey date
organizations for sale or use wi r
restrictions in different countr Catalogue number
approved for use in all countrie
these materials should be constr Batch code
solicitation for any product or Aut horized . csent ti_ne i
a particular way which is not aul [EJmr] u rtz repres gtive
and regul ations of the country w European Community
located ‘ Manufacturer
FURTHER | NFORMATH ©fNuest further Date of manufacture
material, please see the contact @ b o S
document 0O not rester.i 1 ze

® Do neutser e

,i’ Upper | imit of tempedature

Cauti on: For Professional Use Only.

-} acumed’



ACUMEBCUTRAK ACUTESKHRAUBENSYSTEME

a, Fi bul a, Tibi a, Tal us, Ma |

1t el |
rden.

oo

D
w

BESCHREI BDIN&G: Acutrak und Acutr E@NPRAICKNDlaKiARWONEM: Kontraindi kati
gew2hrleisten bei verschiedenstSgyrs trrmsk tgerhem euin @ KO d tveeo toodreire d at ent
wahrend der Heilung Fixation. DDSd eMdwtrroaske ,u rud ZAlg etircehke n2de Quant it
Schraubensysteme enthalten die Kinolcgheemdse o dienip |Genmeadtees: und Materi al
9 Acutrak Fusion, Mini, StandarEdNP T4 /ngdl ighkejdqsverda C?chrsaoddetnen \
. entsprechende Tests durchgef ¢hrt

T AcuTwist Schrauben folgenden ostoperativen Pflegema(
T Acutrak 2 Micro, Mini, Standaridhtd.ih i 5LUa’bde 7s.i 5 dS ¢ hsrj angb & n; (
Die Acutrak und Acutrak 2 Schr aDubeesnes yGsetré2mee esntnhda Intiecrh ta uf cihr d|e B e
Instrumente zur Erl eichterung dlere Hliaxtizeireurnugn ga nv opro slt neprli aorrteant eEn .e me
zervikal emnd Themd&anwi rbel s2ul e vor

I NDI KATI BNENAcutrak und Acutrak 2 Schrauben gelten
die folgenden Indikationen: SPEZI FI KATI ONEN F} R | MPDANTATMATETF
I mpl antate bestehen aus Titanl egi
Acutrak Fusi on, Mi ni und Standard; AcuTwi st; Acutrak 2 Micro,
Mi ni , Standar d, 4,7 und 5,5 Sc hSrPaEuzbl eFnl :K AATI| sO NFEINx aFt} iRo nDsAVSO rM A TCENRtl VALY
féer kleine Knochen, Knochenf r agonie nRRtUeR Gi nSAC HEESNt e oNt SBInREUEMIENNSTtEr: u ment e |
besti mmt. Nichbdégr Wentht et &hxaautsi odEnd eil sctiazhiler tT.i t an, Al uminium ur
lit?

Einstufung, deren Biokompatibi i

Acutrak 4/5, 6/7 und Plus; Acutrak 2 7,5 Schrauben: Diese
Fixationsvorrichtung kann f ¢r FUESBROANUECHS | INFFaOKRIMIA'TE NONoEdNe rZ U D:EN | MP I
Osteotomien von Clavicula, Humebeus ,ChRadiirws mulsisnad,e nl ITiyypm,u nFde nu re, (

-} acumed’



Bed¢rfnissen des Patienten im BHhNBRURGKSEHE & EKtseiKiEdNaphiat uogi srcd
festen Sitz mit angemessenem Hakethenksepraotderi n®b®ebhthderbAngt f ¢
der geschulte Mittler zwischenSyYystemeehmehsogbdrPaEseht egstijn der
m¢ssen die wichtigen mediziniseheh Vvofodmat Venwendondi dsemer Pro

Dokument dem Patienten mitgetevkettwanuntdemu machen. Des Weiteren |

des Chirurgen, die relevanten Ver?©

GEBRAUCHSI NFORMATI ONEN ZU DEN gHFBUths LEghrenen Kollegen vor d

I NSTRUMENDIEEN:mi t di esem System & séeerst rteeptsenauszutauschen. Chir

I nstrumente k°nnen fg¢r den Ein g BFaughsbgst?’FﬁﬂnASH@Fd (acumed

wi ederverwendbar sein.

! Der Benutzer hat der Kennzei WARNHHNMWES SEn§t RumMRUANTMTEENN si che
entnehmen, ob dieses f¢r deneEf Akl Yyepr EubRabéstdpmmt mplantats
oder wiederverwendbar i st | h8BtuthEBDE HEIbagetn den entsprechen
Ei nmal gebrauch sind mit dem 59m¥erbaARdeng damit empfohlenen ch
Wi ederverwendung geeignetii g¥REhRh2EHI cRRED, MWpe. ePapmGer?t st
Abschnitt AVerwendete Symbol ERWwWEhtebPelasbHNBesdhApDEbBER Oder ¢
i st . auszuhalten. Ein Bruch oder andere

T I'nstrumente f¢r den Ei nmal ge ?QUSH &uggéﬁtﬁgchwggp das (I)mplant
einmaligen Verwendung entsor {Js\%énrnggﬁ_ang mi erner verz gerten
. nzureir chenden Heil un ausgesetzt

f Wiederverwendbare Instrumentg faREBChPPebe@l ROELSen des Gerat
Lebensdauer. Wiederverwendbajgg,hn }EUWQHtECWé SENcKREIt einer
und nach jeder Verwendung ggtrhaH n>Chef %atﬁEHth’nHEQ; vorzugs
Scheden, ordnungsgem®Ce Reinggplogdy ;Koyg{asEPRsEAfankungen und n
Unversehrtheit der Verbindu”@?@@%bal.Pmﬁﬂtﬁf‘%efﬁ'ﬁﬁghiert werde
wer den Besondere Aufmerksamkeht s EE‘ 8ie M°glichkeit des Ver s
Schraubendrehern, Bohrern wun eﬁPtﬁ%Sf‘ibHSHfH%EQt%@rats aufgrun
e e Sehnelden o0Bhdlehef tobkEFRhgt Bk Astung, cbe

Gewi cht sbelastung oder Traglast ei
Il mpl antat aufgrund verz°gerter, fe

-} acumed’



Heilung erh°®hten Belastungen aBsfgastetutngensk®°whnenuzuaBeschémoi gung
potenzi el doednerNeGeweenb esc haden i nVeZrussaagreme ncheasn gGer 2t s herbei fésghren k
mit entweder chirurgischem Travma dder EdemaVar hbahd¥esechl ei ¢ und
des I mplantats. Der Patient mugbedpvegftgewaden. wSctdeghzedaSse die
eine Nichtbefolgung postoperatiSceenrPehegS8ahwbesBrbantzmngeknement
Versagen von | mplantat und/ odeFefhhéuvagteohsihpgbnekanAusDaset al l urg
I mpl antat kann zu einer Verformungtighebehean®Grgegddendeepfiehttaest
die anatomischen Strukturen auf mBfangaebhkomgenenbkoackeesehi ebBeaer
Bestandteile des sytdmémbdwoirdbEsambBMRTsein dass der Nutzen der
Sicherheit, Erhitzung oder Mi gEawbhohuggpn¢fles PhbhieohenPnodbakter
wurden in Bezug auf die sichereavbatwestdunwabekider Revisionsoper a
postoperativen klinischen BewelfmphgnuaterzuVerwehdeng dder MBRTe Du
Ger¥gterpre¢ft und beschrieben. Verfahren. Revisionsoperationen si
'Shellock, F. G. Reference Manual for MadngEew® lRadoinamce Safety, Implants, and
Devi ces: 2011 Edition. Bi omedi cal Research Publishing Group, 2011.
\ ) VORSI CHTSMASSNAHMEN BEI CHI RURGI SC
WARNHlNWE|SE Fi R CHIRURGISG&B | N8t UME %mrurgische I nstrument e
einen sicheren, effektiven GebE?H? R hﬁ@ﬁrdAFPgﬂdniemals wi ed
Instrumente muss der Chirur m ; S r
Anwendungsmet hode und der <3% behesmle BEE@EPﬁn? f k?gntgrl M ng
9 , , pfof R‘/SEsQ%@h.HbQ preahRt feohren k
vertraut sein. Wenn ein Instrupgptyg ?% rhi R0 REBFBEHhUYDE sEtHitze
hoher Geschwindigkeit, zu d'ChgggnHUﬂﬁ RgW?%ﬂf¥§kionen zum Versa
unsachgem2Cem Gebrauch oder Zweckent emdung ausgesetzt
wird, kann es zum Bruch oder zur Besch2digung des I nstruments
sowie zur Gewebeschadigung komKOMPLPDKATPMNERKhe hgudlebenwi rkungen
vorzugsweise schriftlich, auf &SFrBmMmieeni e¥spepprgedondphsBPA@mMahee
verbundenen Risiken aufmerksamNgemaedar Gewgkhasch®den aufgrund de
Il mpl antats oder eines chirurgische
Imglantats aufgrund ¢berm2Ciger Ak
VORSICHTSMASSNAHMEN BElEIMPLANﬁﬁlgﬁtung des Ger2tes, unvollst?aand
Il mpl antat darf nie wiederverwendet werden. Vorangegangene



Einsetzung auf das | mplantat a@<£dea¢htmpn aghhan mhCichen ver welknd eingt we
me gl ich Migration und/ oder Loclhesechmd ddgs limpl aBteatchalddmnen | mpl
eintreten Met al l empfindlichkei tweodlem.eine histologische oder
allergische Reaktion bzw. einegqfane¢mdinhmwrkardedaklisgrnayfudnynd zder t
I mplantation eines Fremdmateri alsghkd s KoUnhpte't€etnezn-a cNeweviesn i n do |
oder Gewebesch?2den, Knochennekr g noder Knochenresorption,
Gewebenekrose o_der Unzure'ChenieDi%e'Alnl\'N%%,dkeorn e'%.saelﬁf%.rilﬁ%deqeeignet
des Vorhandenseins des I mpl ant ts%h%qezraueslrné%ﬁuqﬁtbl rtl“a%'e%c.h n
Traumas auftreten. .

Manuell e Aufbereitung
REI NI GUNGSANWEI SUNGEN : Ausre¢stung: Berste mit weichen Bor

enzymatisches Reinigungsmittel ode
Reinigung desll‘nmnbiaantauzuessolIterrr]1I tniec'_hN%Emtp}_“*On O 8.5. ]
wiederverwendet werden. DiesesiBeIEIREWiSIE £t dei IL°FdINige fMd tt WRAJ
sollte nicht erneut gereinigt w&ededh JURISMEd t&hpvicdn| Behfiod g€ ngiSéd
erneute Reinigung oder Resteril AdEenddngse mpd ehil ungemnp degt dgrste
Produkten. Unsteril gelieferte RApMAYUPOeMidite!l o0 efi epgymatisc
verwendet wurden, jedoch kontamiPfia&eht edj Pd e d@bledebhegioddegisgdi e
aufbereitet werden: Temperatur, Wasserqualit?2t wund Kc
Warnhinweise und VorsichtsmaGCngnN@sfghen Sie das Implantat vorsict
TI mplantate sollten nicht restersltf’ilhlmwmr{ewgpg{ensc\bngﬁrgldgnlﬁe'n'

. S Verwghgeh. ; ! .

Kontakt mit kontaminierenden Sugstanzen (beispiel sweise )
bi ol ogi schem Gewebe, K°rperf|%-§§i¢b[@8i_tséﬁlﬂﬁﬁt;)mi?bﬁhﬁﬂeﬁ,t ggendlic
sei denn, das EinwegprbSub)t (SOPRHFPENUIELEePeWpesger. Verwenden Sie
wurde von einer anerkannten Ei HEf€hPLAGewi Waergturhéfeft 8t ! elzbe
die entsprechende beh°rdliched Genekmegubgehdasf pmplantat mit ei
besibDazst .Reinigen eines SUD nachTwohmt akkmm diiieg Oberfl 2che nicht zu
menschlichem Gewebe oder Blutugididsahsgl W edeirguidpereitung

Ausr ¢¢gstung: Ultraschallreiniger, n

-} acumed’



Reinigungsmittel oder neutraile b H
Wer t von O 8, 5. Hi nwei s: Ei ne
| mpl antaten mit Oberfl2chensch
a i . .
Besch.dlgungen zuf ¢gen. . Vorwasc ) Kaltes Lei K A
l1Bereiten Sie eine L°sung mit ser
Reinigungsmittel vor. Bef ol ge . . , Warmes LeitNeutral énzyma
Anwepdungsempfehlungen des He nzymw#s ser isch pH|O 8,5
Reinigungsmittels oder enzyma
beachten Sie dabei besonders Wasche 5 Warmes Leit Reinigungsmitt
Temperatur, Wasserqualit?2t wun ser (>40| mit pH D 8,5
2 Reinigen Sie die Implantate m War mes enti -
Ultraschall Sp¢l en 2 oder gere k. A.
3Sp¢len Sie das I mplantat grén Wasser (>
gereinigtem Wasser. Ver wenden -
gereinigtes Wasser f¢r die | e Trockng 40 90 AC k. A.
4Trocknen Sie das I mplantat migReiehin@dng adde DEms tl fsAseud deneti &€ Nu n d
Tuch, um die Oberfl&che nichtygny A€liké@tmEdsen vor jeder Wieder
Mechani sche Aufbereitung nachstehenden Richtlinien gre¢gndlic
Ausr ¢stungDeWastbktionsger?t, qgaHhheah® §BZMWGtV§P§?§htsmaQnahme
Reinigungsmittel oder neutrates Reinig gsmittel mi nem pH
Wert von O 8, 5. T Wiederv wendbar e Instrumente unoc
sofort c Abschluss des chirurc
dekont a niert werden. Lassen Sie
vor der Reinigung/Aufbereitung ni
i bersch¢ssiges Blut oder R¢gckst?ar
werden, um n Antrocknen auf der
TAll e Anwender m¢gssen qualifiziert
Schul-wmgls Kompetenznachweis in do

-} acumed’



sein. In Schulungen sollten di Augktdeiml eanRi shthidienEupndiersct
Nor men sowie KrankenhausvorschWeften vongebtel i waftdeésen.
T Verwenden Sie keine Metallb¢rdneweri cdegesnchienedneemaRaeés!| e Rei ni
bei der manuellen Reinigung. 1Bereiten Sie die enzymatische L°s
T Verwenden Sie bei der manuell emi Redergunog ReirsiguUhgsmempébhl ene
mit geringer Schaumbildung, umTdmpelrasturument eWenndbestehende L
Reinigungsl ®°sung sehen zu k°®nn&ontBmenRerni gundsmmgsekn frische
m¢ssen leicht von d_en InstrumgpegBnabzesBikbePnsetrOmedMe in eine
Réeckst@nde zu vermeiden. dass sie vollstandig untergetauch
T Schmiermittetdauf SMiinkomabasi s tHewkeghi thenAdemée, damit all e Obe
I nstrumente nicht verwendet weRdéenigungsmittel in Kontakt komme
T F¢r die Reinigung wiederverwendPaftermMPAseEr DmBALELt RBBEdEWapRHI O (2
mmeutrale enzymatische L°sungene'urh"Me'RQahfhn guaghkrmylRRen Sie die I ns
empfohlen. Es ist sehr wichtigB¢hPk&l Mhhal WERgeEhRBI NVYhbOREImMPE LB
gré¢ndlich zu neutralisieren undbi{gagesdndrAsePtimérNénsind. Achte
abzusp(,len. schwierig zu erreichende Bereiche
T Chirurgische I nstrumente mg,ssehnEFr'HWFPéﬁ”gQFF‘f?E‘EﬁEF.@8(8185,'(.561”
um die Bildung von Rost zu ver hf ngﬁ,n hghzwsnﬁ“éiS:Hﬁé geelfgln
hochwertigem Edel st ahl hergestgrpfnéﬁﬁafe eaern, pul en oder
palten mit reichljich Reinjgungsl
TAIll e I nstrumente m¢gssen vor defen??‘éFhEP?aébﬂPuBBEnsﬁvgeH“g'bber
der Oberflaghen, Gel enke wund L%@ﬂ@uefﬁ&rg‘cg? um alle sichtbarenr
ordnungsgem®Ce Funktion sowie WBEsfPheh&EnUifld aus Spalten zu enr
Besch@®digungen untersucht werdgfggpnaren Bereich und schrubben ¢
TEloxiertes Aluminium darf HiCthWbUeb@%?km@teDrBQEHiSU@gaas Tei
und Desinfekt!onsI"s ngen in Kogmtakthkpmmebhel VehmebdseB &l fe Spe
star ke, alkgllmanldt Dgee5|R1ef|erk|tng§n Emrﬁetrle|8i°ededie nstrument Us de
|l °sungen, die Jod, Chlor oder FéthmmbgsMghgl ?@tZF3?nMﬁﬁE{8H'I
Leitungswasser. Achten Sie dabei

-} acumed’
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en Si®eennhnguB8pgseimtzteektumnSEKghenankt komme
che. I nstrumente mindestens zehn (10)
voll§§#‘hépéeﬂnt5é? Qi&u&ﬁﬁtfﬁméﬂﬁénvof
einigWﬁgé}he@uNy!OBgﬂlégéﬁnSi@!ﬁlﬁb'e_S'
alle OBEfErmEnehnehit Agbien Sie dabei
k t koﬁhfnéﬁ!CB@HQRd@PﬁeSFBediéassen Si e
hn (1BFSMﬂH§f€nAPéﬁ1§rl_ﬁﬁﬁmb?tfagéhamm.e”
e auseagﬁnrUQEMQBREF{HLN’VWQQF@B%S’”Wf
isier FEMh®Wa EF?SE f [PEN 9@F§n'§5nf‘
ter d HmSFSHf“EHHE 5 F{)ﬁ‘]!gﬁtf PRy Verwen
e (IpsmPhali angr ALAOLRTE gas sp
ierundB8f 0ABCEVBEWERHBRIET ¢ LPgENder O
zug3-h|3hm§ﬁe|5'Beﬂeﬁchéstrymente aus Fje
ument 8"fefP4bERaPLfh g\/iéh{“'QHFSte”S enr
de . entronisiertem asser .
kstahf A & B Pt EsLASITHORARE LRgET NE
obengﬁéé%?g THBHB IR REEY
St an seltDesinfektionsgerdtezykl u
ge FelrRUbGKpal aMbl ef! QPMASPUPERFR. gr
selndgBsTHFBktion entscheidend.
en manuell en/ automatischen
sche L°sung und Reinigungsl °sung
pfohl enen Verd¢gnnung und
ehende L°sungen bereits grob
frische L°sungen zubereitet werden.
in eine enzymatische L°sung, so
rgetaucht sind. Bewegen Sie alle
alle Oberfl2&achen mit dem
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STERI LI T T:

1 Zwei (2) Minuten Vorw?2sche mit a"-l)i@m §é’isttuﬁd'@KN9§nspeqnenten sind steril

2 z i 20 Sek d E 't h
wanzig ( ) exunden nzymspra erle'lceemlj'Féersod;lf’kefer ¢ Produkt wur de

3 Eine (1) Minute Einweichen in E12Mlnln0ds'§|$gt dosiksGyv @ramdma,s@ r ahl ung ausge
Acumed empfiehlt nicht, ein steril

4 Fe¢nfzehn (15) Sekunden Spelen mitr ealttemillef tsuingsveasserWé XD ei ne Verpack
Zwei (2) Minuten Reinigung mit ?eYergfﬁlsml l'|mund ei'g%rlndLee}— werden. Da
5 verwende Acumed zur ¢c

tungswas6t6érAQ1634% 6AF)

6 F¢nfzehn (15) Sekunden Speglen m th%iH;tem Ltebtru-nE§v§a§§qrodle|nm deutlich a

- Zehn (10) Sekunden Sp¢len mit g=r%?rkegpgnzQNEisCshaneutndunppql!)rr'alerlnr}er unge°f
Schmier mB6t AGLI 4@ 6AF) von Acumed iefert, gelten alle

nicht sterll und m¢ssen vom Kranke

8 Sieben (7) Minuten Trocknen mit hszt(eerri ll.u'fsi(elrllﬁ ACe p4doe AF) F¢r ni cht st e
] ] ] ] ] er i i atlonsparameter val idiert

Hi nwei s: Die Anwe|sungen-/d333$|Hha‘resktteoIr@@sErd’lgnWaﬁ,ﬁt ordnungsgemaC platzier

sorgfa2altig befolgen

Anwei sungen f¢ir die automati scBéeeRel hbsgenygnpesenhherkenon

f Automati sc/h®er dMalscihngssyst eme Weriddre rieatcthteins Si e die schriftlioc
einzige Reinigungsmethode f¢r tBretefgl eeceedpnsfiemehi i erungsat
empfohl en. Sterilisationsger?2t wund die ver we

TEin automatisiertes System kathBefml pescbhbiesdi anEmpéemhnogehnei m
Reinigung verwendet werden. "Recommended Practices for Steril

fDie Instrumente sollten vor deFP " 3FELIFFPi SELILRYIGr . HBATER ANSHI 2f
werden, um eine effektive Rei nCQUMRECEFPEREVEUILEAFPehO Steam ster

aSsurance in health care faciliti
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car e
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steam
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De utisDcEV/

PAGE

A'F7017,—OQ(ITF—0A3T1M—5AN40,—05AOFD—,08801—0885—, 80

038908900-089®0808-08a@20N808080D1-1520-1884 den

Diese Schalen wurden gem2C den nachs

NI CHT EMF

ISE}'IV\?E%RF aftverdr2ngungsaut okl av:

Vorvakuumaut okl av:

Bedi ngung: Eingewickel't

Expositionstempenl3x ( 2/r)0

Expositionsdauer (4 Minuten

Trocknungsdauer: |30 Minuten
ATDO001:6 7020 -C7A0T02/-60QR2/-6023, -MATD /-MT Q2 /
ATMO003, -SADD /-70TR2/-20 23

Di ese Schalen wurden nachs

gem2 C den

Schwerkraftverdr@ngungsautoklav: NI CHT EMEF

Vorvakuumaut okl av:

Bedi ngung: Eingewi ckel't

Expositionstempenl3x ( 2/r)0

Expositionsdauer {10 Minuten

40 Minuten

Trocknungsdauer:

P KG2 &K Effez@1%e 06
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HI NWEI SE ZUR LAGERUN@mM k¢ hl en,
trockenen Ort aufbewahren und vo
Sonneineinstrahlung sch¢tzen. Vo :[1: Gebrauchsanleitung| beach
Produktverpackung auf Anzeichen
oder Wasserverunreinigung hin ge & Achtung
Ver wenden Sie die 2ltesten Liefe

Mit Ethylenoxid sterilisier:
GELTENDES REGHTe Dokumente ent ha Mit Strahlung sterilisiert
I nformationen ¢ber Produkt e, di e
verf¢sggbar oder ni cht verfg¢sggbar s '>__< Verwendbar bis
L2ndern unter unterschiedlichen
verf¢sggbar sind. Es kann sein, da Kat al ognummer
beh°rdlichen Organisationen in v
zum Verkauf oder zur Verwendung Chargencode
Indi:<ationen oger EinsEhrankunge Autorisierter Vertreter
zugel assen werden. Es ann sein, ; . |
night in allen L2ndern fg¢gr die V Europ®ischen Gemeipschaf
sind. Nichts, was in diesen Doku ‘ Hersteller
sollte gedeutet werden als Werbu
irgendei es Produkts oder der Ve ey Herstellungsdatum
Produkts in einer bestimmten Wei
in dem Land, in dem sich der Les @ Nicht erneut steriligsieren
oder beh°rdlich verboten ist.

® Nicht wiederverwender

WEI TERE FORMWE&I OBENs Materi al jr Obere Temperaturgrente
k°nnen S

N
e unter den in diesem D S—
f

|
i
Kontaktinformationen anfordern.

professionell en Ei
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SI STEMAS DE TORNI LFIACY TRAKMEDUT RAK 2

osteatom2as de |l a clav2cul a,

el f ®mur , la r-tul a,
calc8neo.

DESCRI PQUXN:t or ni | os Acutrak y Acutrak 2 est §n

I
di sefados para la fijaci-n de dIOMTIRAINDIfCGALIAQNEINY r 86D dobiCAMI DN ¢
mi entras se consolidad. Los si§tlesmaesmadesOtnorlrﬂifl_elcdisl-mcuatcrtai_kvayo
Acutrak 2 incluyen | os siguientiesadiesplaagdmt ecsant i dad calidad
f Tornillos Acutrak Fusion, Mi nslenSStbaJHdadraod a4/I5os 6”7a7teyr'FaI||ﬁsS
7T D A Twist materi al , realizar
orn! oS cutwes ) |mplantaC|-n. Estos ositivos

Los sistemas de tornillos Acut rdek ytrAactLatrmaekntZO tpaomh1o®)rerianoolruyoe.n E s
instrumentos que facilitan | a cddlscecfaacdio-sn pdaer al ossu icnop loacmatce s .n i

el ementos posteriores (ped2cul os)
| NDI CACI ONEStornillos Acutrak yb oacSCtirCad O !tUymbyaery |
siguientes indicaciones:

ESPECI FI CACI ONES DE LOS MATERI ALES:¢
Tornillos Acutrak Fusion, Mini ')Mpé-t.AaNnTlcF%.S?:dl,mRél?‘ﬁ\}ilieét ;eSAEc§unt rfa&b raf c
Mi cro, Mini, Standard, 4,7 y 5,d®: tiiddindad o¢s0 ncf Pnioned iCsOpo diat iMoo smad ¢
fijaci-n de huesos pequefos, fragmentos -seo0os y o0osteotom? .
No est&n indicados para interf eggepeCd|ars chicIPoaNEs Ipe fliodsaoMaTERIGAL E ¢
tejidos blandos. I NSTRUMENTAL QUILRBRGINGO:r ument os

fabricados con distintas calidade:
Tornillos Acutrak 4/5, 6/7 y FRilwsmi nAcoutyr &pko | 2? nrerso:s edset d OdSi sApuces i St
de fijaci-n se puede utilizar pbdrogL ofmpaitdmdsd i dfarfdact ur as

peron®,

-} acumed’



I NFORMACI ¢ N DE LUBO | MPIEANTCES uj anougdebe tiene | a responsabilidad
seleccionar el tipo y tamafo gpeomefgdomieatadapten delasilizar es
necesidades del paciente para ctoguaeanbatmepertadcmhp®aci anyeapdnsa
como un asentamiento firme y upubpogacadeesagert Anrquesel consul
m®di co sea el intermediari o espepealenada entek pbaoempgiremsanyoehn
paciente, al paciente se |l e debenS§uttansiasit®cai cmpoguantiegi cas
i nformaci n m®di ca contenida efaesmeddaoetument o.
I NFORMACI ¢N DE USO DEL I NSTRUMEBERNVERTENCRARBRGEBOBREANAIEZr a un uso efi
Los instrumentos que acompafansagesbedsi ssemai mpedanheseerl deiruja
un solo uso o reutilizabl es. familiarizado con el mi smo, | os m@
f EI usuario deber§ consultar |ASkbitvpeetasdy¥l ! AnsPEOmMeEAt BUpAPRTI
determinar si el instrumentodé§pP@&i thveel 5l udbspopblitvPi pPAbRE!
Los instrumentos de un solo §§6U6$?§ndétPguéﬁéég)@?(ééﬁ'E‘p, sopo
s2mbol o fino reutilizaro que 8§¥c@8bk¥AibEledi PROSEEEVONPREYRAJADO
de s2mbolos, m§s adelante eni @9t a@ntgcimeMfosometido a una carg
f Los instrumentos de un solo ggolgec8§88,,§Ha8é%gcgg§eydoartr05|
despu®s de un solo uso. !ncomple a. a rntroducci-n err-ne
) ) . i mplantaci-n puede aumentar el rie
f Los instrumentos reutlllzablgn§ thepep. u @b\é'gav‘sfmiFgaaalTﬁQEP
antes como despu'®asdeumenheseggp§itEiyzggE?Ea del uso, las |imit
se deben inspeccionar para ca@pEPR3E 8k @ ‘cleagfhplﬁhte. Entre |
desgaslp@,sHbd)ses dafos, I a I'miphﬁizﬁ‘u&ﬁ_rélecgéciéﬁt se debe inclu
presencia de corrosi-n, as? gomgokacigbedrbfag deamPenro debid
mecani smos de conexi-n. Se dgpe,pyg sbAtoesBefLal cRAEENQRI -8B yun e
a | os controladores_, | as brogggogtiﬂoaelngbymgHtBargmeLngogi
para cortar o para insertar {@DpLaetHGiyores debido a un retraso
pseudoartrosis o una consolidaci - -n
TECNI CAS QUI RPRGNE@AS: su di spospiroidugci dosdafhasasnervi osos o a teji
t ®cnicas quir%rgicas que describenmeliaeamosdgquestiegscosemaa ER pr
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wooOOmOmO0 ™9

equi pos
'Shellock,
Devi ces:

Para ut
Acumed,
m®t odo

instr ume

l os tej
excesiv
no est§
por esc

instr ume

reutili
creado
di sposi
dado qu
fall os.

rse al paciente que, endcasonttesnbabbedaaees| psr moti vos
ciones del tratamiento postopemrnbhtseri Bs postdbhepgodutassee
en el i mplante y/ o en efutr&trgmcantde. ubos mpmphaert as patds
di storsiones y/ o bloqueprcianvesuabmpatambi @e kEasposi bl e
uras anat-micas en | as it m8gpepneslipopaduagr Bhrédasnebessaei haun
o la seguridad, el calentamsenhoparbhacmmbraci eh depl aste
ntes del sistema de en altennhnathwvode Na BBMNraBSe haer haya
do y descrito productosrevimsianesoani mPptmhhes. de su
ald en | a evaluaci n cl2nica posoperatoria utilizando
'dFe GRMI';‘f y . MPRECAUCIONES JDEL I NSTRUMENTAE QUI R
2011 E.ditei oenr.enBcieomeadniucaaI Roer'seaiirg@ngfPlruCltilIrﬁ&ssﬂ|tng%anE1 e%)fogi Ebis "% 8hY sol
nunca. Las tensiones ‘anteriores pu
imperfecciones que pueden hacer (¢
ADVERTENCI AS SOBRE EL INSTRUMENGAL; QUIRBRGhERs de rasgufigs y mue
Il hzar de forma segura xoﬁEbﬁﬁfa&PSHegnaerH@?P%g fieden n
el cirujano deber 8 conocer a ondo el instrument , el
de aptl®ccmaiccia nquyi rlYar gi ca recomendada. EI )
nto puede romperse o dEFTEFIOSoAPVERIPE: outeldeh Nesibhgpr e
idos cuando se somete edfl¥eansearggsepcyenbenrnadesor, inco
as, huesos densos, un u8f -Matapr¥cHalesunen¥boparacelh HEE
indicado. Se deber§ addetti mMPhRNpBcPehf@UMpEELFEIPE DAY MEMS
rito, de los riesgos asbe@tHH8sdgl esmpbanptposidba activida
nt os . el dispositivo, | a consolidaci-n e
demasi ada fuerza sobre el i mpl ant e
i mplante tambi ®n puede migrar o af
PRECAUCI ONES CON EL]aImI‘ﬁBLAiNa'IbEer§un? reacci - n or sensibilidad, hi s
zarse un implante. Los Eﬁ H?Eﬁ@ﬁcP%eng’EuBPEB%aExE?EﬂBs P
i mperfecciones, |l as cua 9§r88 Hzeaﬂnd?nﬁi)é?‘fa NnayYp, ;ﬁ I_osg
tivo. Proteja los ?mp'aPBQSnSPO}BQ Gr@gaéPsthEHSSBF‘éndo,
e tales concentraciones ErbENE tPsBPGFeB EBhsbVPBGCcR. n i
No es aconsejable meZCG?Es‘éHH‘PQ“BBtEﬁ ftpl Rt BNbEEHedtn ¢
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detergente neutro con un pH O §N®». utilice cepillos de met al ni €
Il i mpieza manual .
fUtilice agentes de | impieza con t
) espuma para | impieza manual, de f
Preftava 2 Agua corri N/ A instrumentos en la soluci-n de |Ii
i pH O 8,5 déii mpieza se tienen que poder enjt
"a"acdoo € 2 Ag“il‘;%ra” limpiadgr dmmstrumentos para gque no queden r
zimSticol meuhi0 | 55 jnstrumentos Acumed no se
Lavado 6 Agua corri Deter‘genteagneites mineral es ni l ubricantes
pl adatiCy pH O 854 pPara | impiar instrumentos reutil:i
A . agentes enzim8ticos de pH neutro
gua desio X X .
Enjuaga 2 purificada N/ A (>! mportante neutralizar y enjuagar
40AC) l'i mpieza alcalinos de |l os instrur
Secado 40 9Ghc N/ A T Hay que secar a co_nciencia l os ir
que no se forme -xido, aun cuandgc
Requi sitos i mpi ez@&nde sl adse icnasdiarxd Meaamtl @sde alto grado.
reutilizaci habr 8 que Iimp'aﬁHaabr%n(ﬁ(be 9?15 g b lbrﬁ%rﬁt(?%d%s | os
accesorios Acumed, siguiendo a%o% &GN ‘h%% ql.é% su%‘érrfl‘”c"i‘es it
continuaci que el funcionamiento sea correct
Advertencias & precauciones antes de |l a esterilizaci - n.
fLa descontaminaci -n del instremenapalbmbnhocanotieado no debe ent
reutilizables debe producirse somadiaheamedeel I mpbeka o desinfec
finalizaci de |l a intervenci-niempiathbgecay HNestdajecountes al ce
sequen | os nstrumentos contampgneadesnasahgandeobompchablesoociert
reprocejsarl EI exceso de saBsgreae !ggfatj@sodebecaybm'vaabsede [
para evitar su secado sobre |l adsupabfiienhdo podr2a disolverse
T Todos | os suarios deber §8n se|rn$)terrl_$@mia¢n@s1ad|éf|iicmplioez/a/c@@§iamfec
con pryebas documgntalgs de fP.PFn@ﬁh'rB &g%ﬂfnggtgﬂi|ﬁ1§t|-2€os y d
formaci deber§ incluir las dfpmpbFhfGra BETrMN&8 YuBOletbmPende
hospital aplicables y en vigor.
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3 Retire |l os instrumentos de | als®iuecdccinoreagi dm&tliicmpiyeza y desinf
enjusSguel os en agua desionizagfodesanptsnyBjmbnematdei ¥Ar(d2cadc
minuto. automati zados como Ynico m®todo d
4 Coloque | os instrumentos en unihavadmenbosesguarthegi nbectador a
adecuados y som®talos a un cig¢kae 9§H§§d®[ epzal Lavadetemal autc
desinfectadora. Es muy importaabguuhubhza deospasigmpeBEZ@Smanual
par8metros m2nimos para que lapbb Pl §38 Ynbkped€FLbRALFCE #Bndo I«
sean rigurosas. esterilizaci n para comprobar que
ESTERI LI DAD:
1 Prelavado de dos (2) minutos con Ielé’u's'a E(prmpgnnteénftaﬁ del sistema se sunm
esteri izar .
2 Aplicaci-n de aerosol enzim8ticp durante veinte (20) segundos con
Producto eselerptodadoo esteriliza
3 Remojo enzim§tico durante un (1 eXxnuuesto a una dosis m2nima de 25,
Acumed no recomienda |l a reesterili.i
4 Enjuagado con agua corriente fria€dlwrabee §&itn®ei(lis5) Siegenldognvase est ®r
notificar del incidente a Acumed.
5 Lavado con detergente durante dopsd€De mid&yY & C 684 Sagua ¢ HCrU ML le.
cal i en6t6a C( BL4HHBF)
6 Enjuagado con agua corriente ca rg dHLFragte U?@J%\l(@l%g eél?nndo£,a ,et I gue
cl ar amen esterilizados
; Enjuagado con agua purificada d rerlﬂteuule&n(\/la()SeseegsﬁltEOI’sldolnzadO sin abri
lubricante-66hC/i HNBEIF) ( 64 todos Ios implantes e instrumentos
. 4 ] . A0k RED b . leGSterlllza.rI.os en
Secado con aire caliente @rﬂ\ﬂ),ﬁleted(s)plal {qvég S i sterilizar s
Nota: siga expl2citamente las instr c@reon%§tdee'i|f|a|b2|acca|nt'en ngUQa\tddg)H odfaga CO
desinfectador a total mente cargadas con todas | as

correcto.
-} acumed’



Es p ai@oS/

PABE

M®t odos de esterilizaci n
c | | . . ATF7017,080F -0A3TIM -5 8 MO0 -0 5000880885 80
f onsulte as I nstrucciones en REFEREFIEEETREYNEREETIEYENEDERIEY-YSE:¥ P
equi pos que utilice para obt el a o ool oo ol o heioloeiaior o sl
del esterilizador espec2fico Estas bandejas se han validado con |
T Siga el art2cul o APr8cticas de—=® e a - e C U IMe T udud en
la configuraci-n de pr8ctica prtedpes deodeisaloazapivell ¢ cc@d o9’ poprdat:a
AORN (ASOC|aC|_-n de enfermeraoAqu?_clqi\L/lérdgfparrgggcz)ézen I a
norma estadounidense ANSI/ AAM 7 Q - 2010
Comprehensive guide to steam {Estado: Envuelto
assurance in health care facil B
. . . Temperatura de ejf13Z (270 UC)
f No se recomienda |l a esteriliz
usa s-lo se deber88 realizar <c({(Tiempo de exposi (4 minutos a
nor mati va ANSI /iACCoMIpr@heasi 26 T P dol30 ) .
steam sterilization and steril il ®MPo d€ secado: minutos il
AT®001 6 7R 0 -C7A0T02-60 @2 /-60@3, -MATD /-MTQ 2/
ATMOO03, -SADD /-ATQR2 /-AT @3
Estas bandejas se han validado con ||
Autoclave de desplazamiento por gravegdad:
Autocl ave de prevac?2o:
Estado: Envuelto
Temperatura de e)f13Z (270 UC)
Tiempo de exposi ¢l0 minutos
Tiempo de secadoj40 minutos
®
P K G2 K Effez@1%e 06 -._ aCUand



I NSTRUCCI ONES DE AL MAgQUEaNAdVE rE N€TTO :
un lugar seco y fr2o y mantener

direct a. Antes de su uso, inspec
producto en busca de posi bl es si
contaminaci -n acuosa. Utilizar e
antiguos.

APLI CABI LEIsDADs: mat eri al es conti e
i nformaci n sobre productos que

di sponi bles en un pa2s concreto,
di sponi bl es con marcas comerci al
di stintos pa2ses. Los productos

autorizaci -n o el vi sto bueno de
normativos oficiales para su ven
o restricciones diferentes en di
gue | os productos no cuenten con
todos | os paz2ses. Ni nguna parte

deber8§8 interpretar como promoci

producto o del uso de ning¥%n pro
particular que no est® autorizad
pa2s en que se encuentre el l ect
MCS | NFORMP@Ir&aN:sol i citar m8s ma
consulte |l a informaci-n de cont a

documento.

Precauci

:E Consulte las instrucg¢iones
A Precauci n
Esterilizado con X i o de e
Esterilizado con radiaci n
'>__< Fecha de caduci dad

NYame r de catglogo

C-dig de l ote

Representante autorizado en

Europea

‘ Fabri ant e

(W Fecha de fabricaci - -n

@ No reesterilizar

® No reutilizar

,i’ L2 mit superior de temperat

SO

profesional

-} acumed’



SYSTEMES DE VIES\CUTRMEKDACUTEAK 2

DESCRI PTU ©ON vi

pour permettre
ost ®otomies pe
Acutrak et Acu
f Vis Acutrak

f Vis AcuTwi st
f Vis Acutrak

Les syst mes d
instruments po

| NDI CATISONSr e
Acutrak et Acu

Vis Acutrak

Fu

Mi ni , Standard

fragments os

s e

Il "interf ®rence

Vis Acutrak

4/

fixation peut

ost ®ot omi es

de

u f®mur, de | a patell a,
e et du calcan®us.

s Acutrak et Acu€CONMKRENDd £A ILEdMH -cpgmsdi eat i ons ~ |

la fixation de plluussiyesur smet ycpoep rdeed nferna c tl erse s nefte ct i
ndant | eur consolsiedtiicd®mi eLe d 's0ysstt®0rPedst odsee ,vils i ns uf
trak 2 comprennerﬂtuaHeistaitnhp\lleandtes|s'LpiSvaOnUtsdeS tissus
Fusion, Mini, stddd4d,ave s Ste/umceSepsdPdilile® aux
convient effectuer des tests ave
) o ces di posn{llnfds elPte chretzréd es pati
2 Micro, Mini, Stsapnythalid.enk: Dpasd.ou &ui’ sont incapat
e vis Acutrak et choonwstirganke s2 dien cslou enrst p®gsa | oepn®er matt od er Se «
ur faciliter | e ploanceumnse mptoude suniempfliaxmttsi.on avec des
(p®dicules) de I a colonne cervical
l es indications suivantes pour | es vis
trak 2 CARACTERI STI QUES DU MATERIIAdJs DE L ¢
i mplants sont fabriqu®s dans un al
sion, Mini, et st"@dPASTML36cuTwist: Acutrak 2 Micr
, 4,7, et 5,5 : desti n®es ° la fixation de petits
ux et ost ®ot omi e sCARBRAICTEESR | NSET | dQUIEvSe nDtU  pVBAST £SRel AUl TDE™ L ¢
ou " la fixati onCHdeRURGISCALS immosutsr.ument s sont fabr
di ff®rentes qualit®s dbdacier i nox)
5, 6/7 et Plus ; Yfc POl F e, gPV.al U Sy POYId s j2iSiSiU T £
°tre utilis® pour |l es fusions, |l es fractures ou
la clavicul e, devdDEh uDnd®&rMiPsL,® |IdWb ErAaNdTi autsi, r Wdreg il € u | cdhaai,

-} acumed’



i mplant dont |l e type et |l a taifheitoarespondert |l a mreu®daur ava
besoins du patient pour obteniobuttne,mellltebreeadaptatiespensabel
assise ferme avec un support ad®guatesBpebl guatienprpeirtieernsesv
de r ®f ®rent entre | '"entrepriseegp®réempat®entpnktesnantotmapron®du
m®di cal es i mportantes fourniestdahsi gaedochmentgdoatVent sdonhtedi sp
remi ses au patient. d' Acumed (acumed. net) .

MODE DOENMNMEL Q@I6I NSTRUMENT CHIeRURKCMERTLI SSEMENTS CONCERNARDuULOUNEBL AN
instruments fournis avec ce systimespeuvenefftcacée esage tougees

ou r®utilisables. doit parfaitement conna’ tre | i mpl
T Loutilisateur doit consulter! P8@INgLEHMENHE Pbi hdtE@MBAL APBUFD
d®t erminer so6il est ~ usage OBhPgoéibufrebkei Aisappelifes st pa
instruments ~ usage unique p6PhéEhRBIi DhEeSeAPqREt HE . avedNPecCharge
symboNe gas réQuttielli sgere d®crilt® dhinsP Qi tsiefcth &t casser ou °“tre
L®gende des -cseysmsboou se.s C i soumi s des charges plus |l ourdes
f Les instruments ~° wusage uniqﬂgta{np@ghtunFrB.sjegfjggt%f)PSg ou une
Utilisation. mauvalsée Inserftion u spositif p

. L augmenter |l es risques de desserrag

f Les instruments r®ut|I|sabIe§Ci ”tLeurbeatq'"brn@e ddo‘%tv"’e[r'e' miyte®q (
Avant et apr s chaque utilisgt'h'pp iEﬁ?i.bHSt'éHQ‘eP}fnif@Ht.bki3ﬁ9|
doivent °“tre inspect®s, e C??np@&h@?“b sPHYEe¥®EhT h&Fdbkethclue
pr®cision, IAeur ni veau dousua®fg;|p3ﬁe_§og1@agiag1%va%it BUB LU d' un
propret®, [oabsence de corros| g fhbn!' QbOLE®PIBE®el®Bu un contr
m®cani smes de raccordement . HH atte0it ®NecRBELEEF Y 'oDeuaE'Eourr
°Ere _po_rt®e auxjg]mitdmsnfentt'S(@m@Ejgljg@i,pﬁ’(’)‘tramment S i I i mplant es

' 6incision ou | o6insertion de; Bbmp APbks associ®es ~ une consol
pseudarthrose ou une cicatrisation

TECHNI QUES CHI RUR6GECAkE® nii quespossibilit® de | ®sions des nerfs o
chirurgicales d®crivant | es uttr'asmatbamedehteusgisCTiIneosontIa pr
di sponibles. 11 rel ve de |l a raegspohsabil ki p@®tricesmptelcid v elretso eto nbe rgnee ¢

-} acumed’



postop®ratoires peut entra’ nernbes®chpas decomamandm@ent cet pourudes
d®f aill ance de | '"implant. Les m@phbhhtusgpgqueenm®eanhrgluaeetdésencti
di storsions et/ ou obstruer |l a Vuemgeanstchcturgscahapomigaéesnsun
l es i mages radiographiques. Lade®pati e®f, | aumbne®el enmpl ant pour
temp®rature ou |l a migration dans goienwmptogonemant dhBERM®desi on a
composants du syst me de n'ontdpesfe@c®ueesti®esprbc®dulriesatl orran
toute s®curit® de produits simebaicesran®Pe®avest Peset mpPani e da
des1 ®val uati onsp ®&rlatndiqrueess "pols'tai de d' ®qui pement s
ijSh::IRI'\:JICk F. G. Ref erence Manual for MPREeCIACUTIONSHCCONCER)[\]ANTngaglNSqu,UMEN
Devi ces: '2011 Edition. Bi omedi cal Resea@qgm l&&é&?ﬂrﬁg %Jaﬁretlé enn} Ctﬁ' d grec
uni que ne 0|ve nt Jamals tre r®ut
. auparavant peuvent avoir cr ®® des
AVERTI SSEMENTS CONCERNANT LoINgE%pMEng ne panne du dispositif
CHI RURGLE®A&UT une utlllsatlbmutst%ru?et_etra Lf%cgﬁecggsure car une t
instrument Acumed, l e chi rurgleangph}n Y thgmsﬁ{rgoH@p LhE an
Il i nstrument, | a m®thode déapplication et a technique chi urglc
recommand®e. Une cassure ou un _endommagement de )
|l 6instrument, mais aussi du ti §§6ETSelNDESILrBUESret 3 osegapdaire
|l 6instrument est soumis ~ des €EREPHEENBOtLAdELY dpvbksyes | " inconfor
excessives, un os dense, ou endbP&luABeultrPi s5®6i6nAsSi Aesrneeie 68U
inappropri®e. Le patient doit Pf{PRPeemrs dnugai el ant preferenteap
®crit, des risques associ®s -~ Etbsdvg¢pds @8PAEtfrBMehBtsson d' une a
prol ong®e i mpos®e au dispositif, d
. d'une contrainte excessive subie p
PRECAUTI ONS CONCERNAN'UnLcnImI\pF?LaAnU'Il; "€ p | acement de | 'impl ant et/ ou
doit jamais °tre r®utilis®. Le rSBUFFQi.nUﬁﬁ §59E?Biﬁﬁp®r§ﬁ§nh®ta
peuvent avoir cr®® des i mperfe ‘E?B?o FﬁuEBl BEVE,ED D@:snﬁ[l HRE e
panne du dispositif. Prot ®ger ﬁ%simpf]aphﬁlQHFBE?OEOHtﬁnrﬁﬂH‘@FiQ
cassure car une telle concentratlbopgdpeyhoQ b2 RLPPsPEHI gB8BL RSB
une panne. L'association d'impEﬁB‘?®E6?H§iaﬂ BéQEhE@PtﬁnSiR{@@FSE

-} acumed’



insuffisante peuvent °tre duesfgul peme@sense d' pai lisnpd anpg! o, "sa
traumati sme chirurgical. nettoyage neutre ou @8®the.rgent neut
1 Pr®parer une solution ° | '"aide d'
| NSTRUCTI ONS POUR LE NETTOYAGE d®tergent ou produit de nettoyage
recommandations d'utilisation du
Exigence concernant | e nettéoypd@hd'dwnti el aetttoyage enzymatique
ne doivent pas °tre r®utilis®s. tRMPMed ®xpoOsddmmandd apde mp®r at ur
rel avage ni la rest®rilisation d®fcegmdd@itt ¥Ngonditi onn®s dans un
emball age st®rile. tsg Wrii helsamtug Lfavwemri 9 ampn ant manuell ement et &
®t ® utilis®s mais qui ont ®t® sauillli®erdaievemti net rde atcn &irt @3 de [
conform®ment aux instructions §PRii‘h"i‘:'btreft'implant minutieusement a
Avertissements et pr®cautions purifi®e. Utiliser de | '"eau DI oL
fL6i mplant ne doit pas °tre resf®pplis® s6il entre en contact av
un ®l ®ment contaminant (par exS®chentacimpvaatun tiasde d' un ti
biologique, tel que des fluidepefratheug! pbdy ®angpr dmerasl guel
l e dispositif ~ wusage unique frDéJiUt)er%éﬁt®;S@rrl?|ttrraéé(®n§jans un
®t abli ssement agr ®® ayant re-u l dautori.sat.ion r®gl ementaire
; ’ i pememai n. u J aS.0 N Se produit
n®cessaire pour ce faire. Le R%lt'ttrogage éi@tugr SHétlﬁaIguamettHo
contact avec du sang ou des t P EYUSE hfhaf Rs® n%%'itu% L% P y
retraitement . par ultrason_s peut_aggraver |l es do
) ) ) surface a d® " subi des d®g©O©t s.
T Ne pas wutiliser un implant dO{I ba surfacwe es‘ §ndommag ,
. . .Fr paler . fpg solutiron aide d
Les implants endommag®s doiven rec.he S . .
) ) ) d®t er ge OU produit de nettoyage
fTous les utilisateurs doivent factbmmBAbAtPoHY BELEPPDNEhLtAYA HE'
tre en mesure de fournlr_des PFreHYues HHaHEttokl‘éﬁésenzymatique
comp®t ences et aux formations PEMBEC8 exposition, la temp®ratur
MTfLes wutilisateurs doivent portecounbe®gubpemaent de protection
individuelle appropri® (EPl).2pNettoyer |'implant aux uhitmases.s

Traitement manuel
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3 Rincer | '"implant minutieusemefitaad®codeamieaatui BPh desdenbteam
purifi®e. Utiliser de |'eau DlIr@®utdki abbhaspdoi fi ®r poaffeet
final I "intervention chirurgicale. N
4S®cher | 'implant |l "aide d' uni PPpEEUMBPbErEONHBOKkN®S Aay¥yant d
pelucheux pour ®viter d' ®raflefPXFaSsdpfaaeg ou de d®bris doi
Traitement m®canique de s®cher _If”" surface. )
£qui pemesnytst me de Iavage/d®sinﬂfTe°cLiS| olne,S Yt Idlu'lst"’ltdee!Jrs doi vent
nettoyage enzymatique neut®8e 50.ued]®tm€|s¢‘é t 9fedOMd MA Y [glgls preuv
auXx of mations suivies. Ces fo
politiques de | "htpital, nor me
s"appliquent
Pridavag 5 Eau du rob T deﬂNe pas utiliser de brosses m®t
l ors du nettoyage.
Lavage d Eau du ro S°lution engy-i|iser des produits de netto
matiqu 2 chaude | Matiaque Ineufrgei bl ement moussants afin de v
au p#H, 5 solution de nettoyage. Le rin-
. ) be doi t °tre facil e, pour ®viter
au u ro tergenit ec . . . .
Lavage 5 i . T \% as utiliser de lubrifiants
chaudeRCy PHOS. S min%rales sur |l es instruments
Eau DI ou e od | est recommand® d' utiliser wu
Rincer 2 chaudeokCy NT A produits de nettoyage au pH ne
r®utilisables. En cas d'utilis
Sec 40 90AC N/ A alcalin, il est tr s important
instruments pour compl tement
!Exigences concernant Ig neesoyﬁ]q_E defnlstirrb%ternlf@e%Fhlru.r i caux d
instruments et alccessmres_A_cu qqulve%_ o mefh glglu_ut@)lvé;qseq_mq%t
nettoy®s avant d' °tre r®ut|-I|s®§,Or rhuSLi"IVsanstonlt % nl r}ﬁ:tireL?Cti'ncbr;(sy

dessous.

Avertissements

et pr®cautions
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instrument s, codRetlierrl he
des surfaces, jpentdanetal

pr
u
attention a
g i

pset@®mehtesetel es | €
nesavants (3) minut e

0
e
X canul es et utiliser

odis® ne doit padoBRtAEffE 6nfladfcCadec

tions nettoyant4®flaved®sensfeasanuemsentByi eatil es me
yants et d®sinfeatantasoabcabviensuherssl ati basnett c
enant de | 'iode, pducebl mpbi bescpopuaigaseseébksd®deer g
Il eurs, dans desl sS5ehseimbhe denst suefpkEeest Soniquer

n
, l a couche d' anmdi sat dwirn ytéeds). se di ssoudr e.
nettoyage/ d®si BfRedtiirem rma&mrsuelnlseé ruments et | es ri

solution enzymati qRien@&ant egn phioRyiyymu tgers thoeln itjpuySafRle

la dilution et |hOHempbFacBrederéeansmmand@desspai! U
Lorsqu'une solutfFahresPatfbputbnt MEABeategnNtion
ouvelle. seringue pour atteindre | es zones
truments darndsl @l 88Pgft8h bRSymASt HUEments sous ur
nti rement immer §@8§terappe!l bdtigeri 6bltes | es
s pour que | e dPSergertqaertcengonecentiattuaeeest v
faces. | mmerger pendaationngte¢®@03%i miageesiau
ser une brosse g@HUPmEnerPPblLSechrAXEOB RAWIdi t ® o
nstruments en doupgyigoh&®BY priodlriel &t tablo rb@mri. s
I _rement attentﬂﬁgtﬁHétF8Hfsdg!ﬁébe%QiedePC&es§®
Iorement att?ntﬂQthtéﬁgsm @&efﬁ?téy ?%Fémgﬁﬁ&ﬂ S
r | aide d' un oupi on ou es ® ments .
ersisma d rs Ivd$ifbdret1se%sr®ag\/aercerde'agrsaor‘{d"'ets'_on enzymatique
olution de nettofgg%eEBSFt®f‘fm ﬁefj'{HﬁansSEi'PuF
face “ | 'aide d' ufie' B 6%§@”"'r®86?€ﬁ HBGrSPelitar
e visible de Ila BLPPEEET et NGelOHYR §: Courber 13
e et en frotter2Phacgrfhee TnptapmentdisudanBrsbaseéc
tourner la partdeiveeki bteeteotienemgnt ®t mMMmaho ®F
toutes |les fentebis6FP&nmohbetesy®eyr que |l e d®terg
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emble des surfaces. | mmer au
dmixn u(tle0s). Ut il i ser une b

pour nettoyer |l es instrul1 Pr®l aver deux (2) minutes avec fikiil&sg
d®bris visible. Faire par — _ zones
ciles d' acc s. Faire part|, Utiliser un spray enzymatique pegdagnd g
uments canul ®s et |l es net du robinet chaude n.
gue Utlll_satlon d un balln3 Plonger wune (1) minute dans une|soluti
yage des instruments L' u d' un
'eau am®liorera | e rin-ag|4 Rincer (15) secondes “ |'eau du|Tsbiat
e toute surface jointe. .

. 5 Laver deux (2) minutes avec du ®t er ge
er | es instruments de | a chaude 6k GMANBAF) rince
de | '"eau d®ioni s®e pendan
r | es instrument s dans unG Rincer (15) secondes ~ | 'eau du|robine
fection appropri ® et Ia_nc7 Rincer (10) secondelsubr ilfieaanut pPoupftiifoinenee
f_ectlon _standard. Les min C/l1-4BAF)

tres sul vants S O t essen age

e d®sinfection mi nuti eux.]|8 S®cher sept (7) minACe240 | ' air|chaud
Remarque : suivre scrupuleusement | es inst
de | avage/ d®sinfection

I nstructions de nettoyage/ d®si nfec

111 n'est pas recommand® d' util i se
automatiqgue de | avage/ s®chage con
des instruments chirurgicaux.

fTUn syst me automatique peut par e
compl ®ment d'un nettoyage manuel

fLes instruments doivent °tre mintu
st®rilisation afin de garantir |

-} acumed’



FranrRR/s PBGE
STERILITE fLa st®rilisation rapide n'est pas
B ®ch®ant, doit avoir |ieu dans |I|e
Les ® ®ments du syst me peuvent eXtirgenfcewr rdies | st @roirlmeEsSDAMNS | T AM M| S
st®riles. Comprehensive guide to steam ster
assurance in health care faciliti
Produit:tsa®ripeoduit st®ril e a [Puominismmr- o000
quantit® mink@&palde drea)2c5r150 CEERUIUE-IN 03890800-089®-080808a@DND8080ND801-1520-1884
d®c0nsei||e |a rest®r||isati0n 8605860885®089M-089@B-089®-088M-0880 Onn®
mani re st®rile Si un emball ag Ces plateaux ont ®t® vali d@sesasmufson c FEEE:)
doit °tre signal® Acumed. Le 0 0 U i s®
. o Autocl ave
doi t tre renvoy® Acumed.
Autocl awe de pr ®
Produit nomasft ® il e&s sont <c¢l| ai r|Pr®paration Envelopp®
comme st®riles et fournls dans Temp®rature :d' ex§13% (2Fp rt
par Acumed, tous |l es implants e — .
consi d®r ®s comme non st®riles e{lemps d'expositidaminutes ant
utilisation. Les dispositifs nNnolTemps de s®chage |30ninutes 'une
validation impligquant | es param ci
dessous, sur des plateaux char g¢; g’“: 'j"”' _\.‘:" ':: e AW AN
occupant |l a place qui lui convi - :
. . o a e a 0 ®t ® a d @<= & ID 0
M®t hodes de sterilization
T Consulter | es instructions ®cr|Autoc! dwe f adempi geuNdEntRECO \RDpADIEP ® mg n t
pour obtenir des instructions spOC|Ir|qdues®sur @ confirguration
st®rilisateur et de la charge.|Autoclawéde pr
T Se confor mer | aRecomeedeeld' A|Pr®paration Envel opp®
Practices for Sterilizatior ier’tT or at g L3%C (2F ngs
" la norme ANSI2B@OInp SEA@Nnsi vel eMPOrature d’ex (2FDP
steam sterilization and steril|Temps d' expositidlominutes
facilities.
Temps de ss®chage [40mi nutes
P K G2 7K Effez@1%e 06 -'- dLummeu



CONSERVATCONserver dans un endr
sec N I od6abri de la lumilre direc
utilisation, verifier | 6emball ag :[1: Consulter les instrulctt9ghs
signe dodalt®ration ou de cont ami
déabord I es |l ots |l es plus ancien A Attention
APPLI CABILLel TpEr ®s ent document con Sterilise® | 6aide dooxy
informations concernant des pr od| [sTERLE[R] St®rilis® par irradiatio
di sponi bl es ou non dans tout pay
di sponi bl es sous une autre marqu '>__< Date | imite doutilislation
Lébapprobation dont ces produits a
part des organisations de r ®gl em Num®r o de catalogue
gouvernemental e quant |l eur ven
°tre associ ®e des indications Code du Il ot s
selon |l es pays. 1 est possible Re 1.ui®gs
ne soit as a rouv®e dans tous pr®sentant autorfi's da
contenu gu pr%gent document ne p Communaut® europ®enne
comme une quelconque promotion o ‘ Fabricant
produit ou © I O6utilisation do6un
particuli re non autoris®e par | P Date de fabrication ns
du pays o% |l e |l ecteur se trouve.
@ Ne pas rest®riliselr

I NFORMATI ONS COMPLE£MENTAI PBRIS ® N .

. . e pas r®utiliser
®l ®ment compl ®mentaire, voir | es
figurant sur ce document . jr Limite sup®rieure |[de tem

Avertissement: A usage professionnel uni qu

-} acumed’



SISTEMI DI VFACURRVNKMRTUTRAK 2

CONTROI NDI CAZ2| ONMIn:t roi ndi cazi oni r
sistema sono costituite dalle infe
osteoporosi, guantit”™ o qualit”™ de
DESCRI ZILGNEvi t i Acutrak e Acutrlglzu%f!]s(fglo.r.]tper-ogestetnastlebl!It al mat
per il fissaggio di diverse fr sttusreb e osteoto ceslsnarlto eess'a?gd‘"lellrlE
sal datur a I sistemi di viti Azc’Lu'tusok deI cuuetsrt kn(]jfslonocslIat ovn'o |Csf)ent
i mpianti : a' 'o" %o n ph raad seguu re Ifs !ng.(
postoperatorl Questl di spositivi
T viti Acutrak Fusion, Mini, Stgmthaiod.aghd 04/05|ea 6/i7s.s a& i FolneS con
T Vviti AcuTwi st (peduncoli) della colonna vertebrze
f Viti Acutrak 2 Micro, Mini, dtogmbedred, da 4,7, 5,5, e 7,5
I sistemi di viti Acutrak e Acutrak 2 includono anche strument.
facilitano | 6innesto degli i mpiSaPreEtCl.FI CHE DEL MATERI AQAIE Dilmg iM®n tAl

sono costituiti da hegmedAST Mt & B¢

I NDI CAZL&©NJVi:ti Acutrak e Acutrak 2 sono indicate per:
SPECI FI CHE DEL MATERI ALE DEGLI STH

Acutrak Fusion, Mini e StaCnHo‘aRrUd?mlAcblu?\eré‘tmen,&cutsroarko 2C MR Pt

Vi ti

Mini, Standard, da 4,7 e 5, 5: nadclcc' p'nossl'dfalbsslag'glto tdan'plccol
strutture ossee, frammentl ossebl ConH)satte'obtolnHle.' Non sono indicat
per interferenza o fissazione di tessuti molli

I NFORMAZI ONI PERDIL'IU\]I'HILIAQ\Z'IZ(ID chiru

Viti Acutrak da 4/5 e 6/ 7, PIustVA(cutsea{keZ% oNLr# 4! qILfeD £ e dir
di spositivo di fissaggio pu, essSdr9e NZt8 19ie, aoaoz'eenrtefLPS|on|°nsfe”tt'
osteotomie a carico di clavicolYd, poorﬁe'rzdonraanhel St IoesscoOn 15i0a5!
femore, rotula, perone, tibia, rrhest'rcaog 1o, ImaJInI orlrrbe‘j'ea”cI gfoormc

guestoul ti mo I

-|- acumed



informazione medica contenuta AVYVNVERTES®BLE dO6¢ WMPemMNIGO utilizzo s
efficace dell ' impianto, il chirurg
| NFORMAZI ONI PER LBUTILIZZO DE%BPrg?QO&EN?lde" I mpianto, dei me
CHI RURG&ICII :strument i forniti cSat ru{\f@ét'o QPQ?.@%adEI|e Fecnlphg ¢
possono essere mMONOUSO O r|ut|F‘P§§ Blp,§p05|t|vo. I d'_spo_s't"’o
A~ . . esi stere. alJle sollecitazioni dovu
f L6butente deve fare rlferlmenhp @Ia;pg}”clae[”aa f}|\,p st Lympe gpvg
determinare se | o strumento daWﬂBBU?QrgjthBh bZFaElm ?anf;E'vie
strumenti monouso sono e_tiCh?n%%?!br‘éogs's,bc§iaf“l3°5°uﬂl\' Re ritard
r!utlllzzargo come descrlttogn alaﬁélpﬂgohsggpga @ﬂliﬁgglppkb
riportata di seguito. durante |'impianto pu, accrescere
T Gli strumenti monouso devo empgrazsmabt ii] ga@penneS'\/agohOOrma
utilizzo. merito all'uso, alle limitazioni e
1 GIi strument i riutilizzabili abBannbathaalluramai BnmbdbtaGhi RBRvivmat
dopo ciascun utilizzo, gli stHirumehfiuneiobnameptabdel despnei tss
i spezionati ove applicabile pesshaiveri Al tantiatafei batllant ame
eventual. danni, corretta pukczeasivarposbehenéementegdiet "peéeebd
meccanismi di collegamento. @fanttcesbari modbvekgétéempianto ~ so
particolare attenzione a dricensapdhtendonerapanodatatr mmenat a
taglio o per | 'inserimento dincmmpphertia, compresi eventual. dan
insorti in seguito al trauma chiru
TECNI CHE CHI RSBRGIOCHE:sponi bil i St§++|§f PR ;”‘”“’i'o'm: Jaziente va avye
chirurgiche che descrivono inLu5| di guggga ?‘ps{gﬂr}]g)p EFlpﬁf% odffl
utilizzare |l a strumentazione, F83HG6R&E3BPILPE" 8%Ep%ﬁln 8r800 €
acqui sire familiarit”™ con | e pP§88§ PngHISIaPF%p(L;ﬁ OLREONL e{o_bl
prevedono | duso. Cos?3 come, |n3 éH éﬁtgng Palgrgcéau'rg]mag'n'.r
chirurgica cui si appresta, ricade?ngp gn%gaorl pB“hgéﬁ‘ziP{‘e dei
consultare pubblicazioni scientPPcREZE! ¢ SﬁI%E'er'eni?mE'a?Fig gyg
di coll eghi . Per informazioni Fefjgtslc\r/é Bl'lée g hl\/gpﬂgn& i Al Slg]ﬁ)
riferimento al sito web di Acumed (acumed. net) .



utilizzati i n modo sopceurraot opreire Yuatkioleidzeznabnndos pbéseci tazi oni potrebbe
apparecchi &ture a RMI da provocare il mal funzi onamento d
'shellock, F. G. Reference Manual for M&dnretuine Rédondmceg batffet y, e mpgimaiss i amd |, i
Devices: 2011 Edition. Biomedical ReseapgfgsP@hlois@iarugsgrroejpunzomh.|funziOnament

AVVERTENZE SUGLI STRUMER®&! CGHI REREFG|: ) NDESI pERATIb: | i effett
utilizzo sicuro ed efficace d'cb\’h bk gL OSHBEH'?QE'TQQPWBQO bls‘é{ﬁ
deve conoscere | o strumento, hewgfoaoapit@gg tFambPPe Enkdrti i
tecnica chirurgica raccomandata, .Pa§59NQeVFfhl b?ﬁﬁ?b.rﬁbggfﬁipe
danni allo strumento e danni Etl?%?'t‘?oecﬁﬁséiv%?tEQPPBB prolung
l'etrumento a carichi, velocit"; gogfPpPbfa B8SAFR §FHFFFPELYI on8 HD u
caso di uso | mpr oraiza emmtreord eveyesisieg e | | serimento. Possjbile
informato, preferibilmente per guffr|mhPandg! bbSENbi FPEOCHAt Leods
strumentitidpo.questo istologia o allergica o da corpo e

materiale estraneo Si possono ver
PRECAUZI ONI PER UGB!I MRApANAOO now vWa&i maiessuti molli, necrosi ossea
riutilizzato. Soll ecitazioni pdeteteasutpoprghbbeirgi aner enadegtat
i mperfezioni che possono deter mmpametonomal fanshodament dbrdema ch
di spositivo. Proteggere gli i mpiant.i da graffi e intaccatur e,
soll ecitazioni eccessive che posgseane; oausapEe uUn guastoa- Per
motivi metallurgici, meccanici e funzionali, si sconsiglia | "uti
promiscuo di componenti dﬁlmplR@haig?@i'azabu|69naragw&ﬁphbm@mt@
diversi. |1 vantaggi della chirgsgepel PPLaPiaygaPPtrabkhimen 9€Bnsi
corrispondere alle aspettative,dgltepPR?|88968i8n¥eBI " BnMpPBdBEL O ¢
tempo, richiedendo un interventg,aPptiehbhvetdiritPSthbEUBAbANC8ono s
dell"impianto o lodoesecuzione diyehpbAgedyseral ppbBabs¥uei EtBhebY MBh
correttivi su pazienti |mp|ant§\§/|\lep?gn§8n8 'p'r”erc%ﬂ%?gtni

gNon si dovr effettuare | a rister
PRECAUZI ONI PER GLI STRUKGENTI Ialu%lgl?q;vlglozno entrati in contatto c
strumenti chirurgici monouso non devono mai essere riutilizzati.

-} acumed’



tessuti biologici, come sangulRrocéssadiocerploreadoniacameno che i
dispositivo monouso (SUD) nonasip@essat@rdicpndiegdodagor dasdemidco
struttura autorizzata che abbdj@téﬂ@@ﬂpéonéula,p@o§ligﬁ O 8,5. Not a
autorizzazioneLaepgu)lliazmieentdaerle.ﬁglpr@g @ agyggygeh9are eventuali danni
entrato '3.00.’”"’”;9 con tessuflh; PegpNPUe HP208  G9PbhEYLEREnbt ma
procesto. borrecon !z'_onamento'detergente 0 agente pulente enzin
fNon utilizzare un impianto se ftacedmahdBeibhfiper dB80BBIBERL BrC
Gli impianti danneggiati devongnpnesmatecdcadrtalli detergente facen
TGli utenti devono possedere compmpoatibdbespqgei gibhnedi temperatur a,
competenza e addestramento. del |l "acqua, e concentrazione sian
T Gli utenti devono indossare aadéSguabpodispaspul viuda ptobobtaszbpanes
individuale (DPI). minuti .

Processazione manual e 3 Risciacquare accuratamente con ac
Attrezzatura: spazzola a setolePMdéribpidatadetP@€rgeéhtéisfzi@amauiocdin
neutro o detergente neutro a pHPdrdafscata.

1Al lestire una soluzione con ndPmhl evhtgusg i eBuBfhéeefpechrPdauee
detergente o agente pulente en¥#NPmRBNEO. P8 Pre merbido che non
raccomandazioni per | duso delPpooedssanrenedemédagrinta pul ent e
enzimatico o del detergente f,atcle,n@ing)tau,tacoa,a§§0§,tﬁ,e@gl@,ne|§\h§g
tempo doesposizione, temperatgpaimgtipeddandudiodsdadétergente neu
del | " acqua, e concentrazione siano corrett.i.

2Lavare accuratamente | 6i mpianto manual mente Non utilizzare
panni di | ana n® detergenti abrasivi sugli impianti.

3.Ri sciacquare accuratamente con acqua deionizzata o

puri ficata. Per il risciacquo finale, wutilizzare acqua deioni zz
purificata.

4 Per evitare di graffiarne | e superfici, asciugare | d6i mpianto cc
un panno pulito e morbido che non | asci pelucchi

-} acumed’



T Per | a pulizia manuale, non util:@

metalliche n® spugnette abrasive

T All o scopo di mantenere visibild.i

Prel ava 2 Acqua di T N/ A i mmersi nella soluzione di | avageg

fredda tensioattivi a basso tenore schit

Lavaggi o 2 Acqua di rfEnzi mati dqo ﬁjeeuttfeJ gent | devono essere compl et e

matico fredda pH O 8[51 Alla strumentazione Acumed non ar

- miner alii o lubrificanti siliconic

Lavaggi 5 Acqua di rDet‘ergen %Seer | i ¢ ¢ i .

calda (>4 o 8,5 pulire gli strumenti riutildi z

agent.i detergenti e enzimatici a

Acqua cald che i detergenti alcalini siano &

Lavaggi 2 izzata o N/A R ogni |l oro traccia sciacquata via

(>40 AcC . . .

T Per prevenire |l a formazione di ru

Asciuga 40 90 AC N/ A in acciaio inossidabile di alta o

devono essere accuratamente asci L

Requisiti di pulizi aPrdiehd adelt r fireiimhi dZroessere sottoposti a ster

strumenti e accessori Acumed devxhnouegseriedavomoatesmentee i spezi or

puliti attenendosi alle indicazisampierfiigornrt gti @andii onégwei tami, e Ve

Avvertenze e precauzioni funzionamento, stato ddusura e nc

fLa decontaminazione degli strUméatlupmiakgl prnadtéegabpi non deve e

riutilizzabili va effettuata ndfatappeRateosel uéhonh @Pebeedaanhi

chirurgica. Non |l asciare asciugaterpansiremédhshpfenhtapti mhodater

averla sottoposto a pulizial/rippotessnatiohedi Ri mabeepPpeO particec

| "eccesso di materiale ematicosel deéetenti app b ogia pegobbpeereoc Arei niulo v er

secchino sulle superfici anodi zzato.

fTutti gli utenti deve rispondlsterazicomprpenatliarryluiziajdidsi nfez

addestramento e competenza. LDAHHestimmehthosdburiebhe degli ager

includere |inee guida e standaddlaoberientie obmperatbeapd!l usbche
applicate dalla struttura ospedaliera ospitante.

-} acumed’
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4 Di sporre gli strument.i nel |l alpposuzioonciesped [ loadpll dzispldi $ii vfoe
lavaggio/disinfezione e procegsabhsigmpambandpPpmpnegobcltp sisteml
standard. | seguenti parametri gmtBmBtisoAeiegdsmBZuUAl coPmEtbA ¢
pulizia e |l a disinfezione. chirurgici
fT11 sistema automatizzato potrebbe
processo di pulizia aggiuntivo a
1 Prelavaggio di due (2) minuti in nomanpluealaequa di rubinetto fredda
2 Spray enzimatico di venti (20) eﬂ(ﬁlld| 0j nsgcoqglg c_daildaf”lc_certarne_ I 6eff tt
alla sterilizzazione, gl i strumen
3 Bagno enzimatico di un (1) minuto attentamente ispezionat:i
Quindici (15) minuti di risciacgquo in normale acqua di rubinetto fredda
4 < 2 STERILITEé:
( )
5 Lavaggio di ,due (2,) minuti del efercg(gfhtpeoﬁ%rhtnprnbaéf ag p%a dima pot-rebber
rubinett 06 6 aA Gl A 66A4F) sterili
5 Ri sciacquo di quindici (15) secondi in normale acqua di rubinetto
cal da Prodottolbtprloldeotto sterile = sta
Ri sciacquo di dieci (10) second [Inrll nalcqti. ur|% data cc%y Idulbrriafdllcg'rftleorlI ga
7 ) . . ster 2%'d z i d°e | prodo o conf e
opzi onéelée ACEAR 6AF) .
sterile rlsulta danneggiata, seghna
8 Asciugare per sette (7) minuti ofpraord@tctaDdah Qqm1ed dAu/ecaesiscer e utilizzat
Acumed.
Nota: seguire attentamente |l e istrugioni del produttore del dispositivo di | av-
aggio/disinfezione . . .
Prodot tsot enrédinlmeno di una chiara et
ne dichiari la sterilit”™ e il suo
sigillata fornita da Acumed, tutti
essere considerati non sterili e,
sterilizzazione presso la struttur

-} acumed’
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necess
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steam
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I'taliidahoPIASGE

0. I-sdiesposi siowio sORt I ¢ [T E T )
ri di sterilizzazione r i [EEENEEIEELEETEREELIEDENEDEREELARER] S S O |
arico, con ogni parte FRl 8 0058608860-0890-089B-089®-088M-0880Q
Questi vassoi sono stati certificate

di sterilizzazione

. . . . Autocl ave a _dis|locamento per %ravit" NON
truzioni specifiche sulljo—_sterilizzatore e "sul|
urazioni del cari co, consaud dcabwub®o:ippd ruzi oni scrittg del
tore della propria appar —

. ~ Condi zi one: | mpacchettati .

e le attuali iRecommende atio

|
practice settingd MWORN |Temperatura di eg132 AC (270 AF)
hensive guide to steam s ‘ ] ‘ _
nce in hea|th car e faCil Tempo di esp05|2|4 mi nuti
nsiglia Ia SteriIiZZaZiOTempo S i asciuga[30 mi nut i nque
aritl a, deve essere esegul ta uanr cament e Seconao T
Pt ANSI /|,C4_0NHprEe'lh7e91.s : AT—:BOOl,—67AOP20,—C7POT02I—(AO'(12/—(A0'(23,—MAUD/—MUQZI
sterilization and ster i | [N 00000 5o oo
ties.

Questi vassoi sono stati certificate

Autocl ave a dislocamento per gravit?’ NON

Autocl avvuobo: pre

Condi zione: | mpacchettati

Temperatura di eg4132 AC (270 AF)

Tempo di esposizilO0O minuti

Tempo si asciugaf40 minuti

PKGI& Effez@i%e 06 ".‘ acumed
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ER LA CONSERVYAAIs@®&NE:are in |l uog
resco e asciutto e tenere |l onta
rima dell duso, esaminare | a con |i Consultare le istruzi
egni di manomi ssione o contamin
sare prima i lotti pi%¥ vecchi & Attenzione
. . _ Sterilizzato con ossi
PPLI CABIQuIleEB&:i mat er i al i conten
nformazioni su prodotti che pos Sterilizzato con radi
ssere disponibili in un det er mi
ossono essere disponibild@i sotto '>__< Data di scadenza
i ver si Nei di ver si Paesi , gl i
egol amentazione possono approva REF Numero di <catalogo
uest.i prodotti alla vendita o d
ndicazioni o restrizioni. LOuso Codice lotto
ssere autorizzato in tutti i Pa Rappresentante autori
ontenuto in questi materiali de )
ome promozione o sollecitazione Comunit europea
ual siasi prodotto, tantomeno al ‘ Produttor e
utorizzati da | eggi e regol amen
Il lettore. v Data di produzione
NFORMAZI ONI COMPPEMENTARIi:eder e & Non risterilizzare
|l teriori mate_rlall, far_erlferl ® Non riutilizzare
ontatto che si trovano in quest
,i’ Limite superiore di f
Attenzione: Esclusivamente per uso profess

-} acumed’



ACUMEBCUTRAK ACUTESIKCHROEFSYSTEMEN
natella, fibula, tibia, talus, ma |

CONTRIANDI CATIomSimai caties voor het
BESCHRI J¥AlcNGieak Acuschko@&ven zipatieve of [ atente infectie; sepsi

i
ont worpen om verschillende scheloreere edrhedsdt eodt oknad 4t eti e fviaxne rbeort
terwijl deze gerezdrn2tBahAowtirsPyeemenoel igheid voor de material:e
omvatten de volgende implantaternvergevoeligheid moeten v--r impl:
f Acutrak Fusion, Mini, -§cthamada\ruefntg4e/v5°er6d/7Paetrf +Fnltues die niet in

instructies . . postoperatieve

T AcuTwicshtroeven conimaicatie voor deze i mplantat el
T Acutrak-2 MWingtaendard, 5,5, enj%t5 pseCdofed e &oor schroefbevestigi
De Acwuetr akcu-schko@f systemen omvposeariegeneealementen (pedi kel s)
instrumenten om plaatsing van ilmnpiban teatreung gteen gwrearagemakkel i j ken.

I NDI CATRIcES:r a&kn Aecsucthrraoke vze n h e b baT BIRRI AALSPECI FI CATI ESDel MPiipA NaTnA Tag |
vol gende indicaties: zijn vervaardigd van een titaanl ec
ASTM F136.

Acutrak-, FMehem St anmdarfrfTdvAstutrak 2 Micro

Mini Standar d, en 5,5 schroeven MABERI AAIAD SPIE | &4 rC AfTil XEa&t iICHI RURGI SCi

instrument voor kleine Dbotten, |bNStTIRUMEMNBIEEINE N s t @ I medtteeont ozmijent ng e m

Het is niet bedoeld voor fi xativeervsamiilnteenrdfee rkenatlii e ed ft ezna o hote swever fi
pol ymeren die zijn beoordeeld op |

Acutrak-4/en,; PBAcAIt rr-akhRo&dyé&n:- Dit fixatie
instrument kan worden gebrui kt GEOBORUITKUSS iNeFSO R MSACTH eEu rl BMaP, LcABNFTrAUTIrEgGN : d i e
osteotomiexn van de cl avicl e, huwnmeer uesn, nrasaadi wse, sutellreec,t eirleinu nd,i ef ehneu

-} acumed’



vereisten van patient voor dirgecte gdbhptaki gaendeer goeducten me
aansl uitende pasvorm met voldoenpge. ohRderssebovegdi elnedel vdeant wo
arts de opgeleide tussenschakelV -tusgebrbek bedtrpliwdntdezpahi met
is, dient de belangrijke medi sehvearehocrmht egadsetenrdattptiegement
wordt gegeven aan de patiztnt tehwoudghsmbedegedbeaeidken kunt u vin
(acumed. net)

GEBRUI KSI NFORMATI E CHI RURGI SCHE | NSTRUMENTEN:
I nstrumenten die bi]j dit systedWhARSCHEWI JEElvBETREKGENOEVIMPLANT
bestemd zijn voor eenmalig gebeenkveflggscbkikectiph gebrui k van
hergebrui k. grondig vertrouwd te zijn met het
f De gebruiker dient het instrtUMmBRRFPADEBOSMEthAHdBPIehBAtHMMEBLEN
zien of dit een instrument vé6bBirdedmarhg §e6h0i Rko¥o@pohet hul
hergebruik betreft. InstrumeRDEWOUBERN E€8ENnMEI PEl gebroBKkVAN] Ret
voorzien van een-s'ymibetolh eropd Bf uVREnOvVermatige activiteit te we
beschreven in de Verklaring PaARkae 98ymberehafi 8dohaken als het
f I'nstrumenten voor eenmalig gganpQg%gepghaﬁélggntngli\/grband_met
gebrui k worden weggegooi d. geen samengroeil il ng o0 on olleq!ge
. sertie van het hul pmiddel tijden
f Herbruikbare instrumenten hebﬁepogﬁgkg pgfk}ng Lgyg@sapgén grot
V.--r en na el k gebruik moete@ch?f?f%\kEﬂfe bngEngua [@nte wor d
indien van toepassing, wordeB.geFRihbe esa%emagﬁ? k& bijwer
slijtage, Dbeschadiging, j“iSszEewabEEBHuwFﬂ %ﬂsbﬂw‘agtbﬂtﬂbriﬂb
van de verbindingsmechani sme apbf aet @Ptdﬁ%mﬁe behandeling n
aandacht worden besteed aan 5[E\é§{g,’ B@PE\Q&‘ﬁg?nove matige act
instrumenten die worden gebryy ki ¥pah Neh RBLI BPfz8hdBF als he
inbrengen van implantaten. moet ondergaan als gevolg van vert
samengroeiing of onvolledige genez
CHI RURGI SCHE TEEHNEZEKBN:chirur gviasicisehade aan zenuwen of weke del
technieken beschikbaar waarin hepergétbetirhRumanddint weystleemawwedt g
beschreven. Het is de verantwopatéeknjkbherdtvgerwdarshhouwdgtemword

-} acumed’



van de instructies betreffendedpogtbpegkaticeneenbrgthes vmpl abhtaa
kapot kan gaan en/ of de behandmkbnggnmogal i mplanethasoompeunehtiesn. v
De i mplantaten kunnen distorsi @éabeirtanraekewoedtobmi metall urgisch
radiografische afbeeldingen hetedeokh opeénabalmesohenst Hett usemo
bl okker en. De componenten van heplapsbaemhzrunghneenigetest dopn a
de veiligheid, opwar momgewifngi grattati ofdemeMRHe tijd kunnen vers
Vergelijkbare producten zijn wekvgseieshienordaarwadi gsi besmhheven
hoe zij op veilige wijze-okpwmrmnddletveer dahi gebr pr bt ednroppeesriaitti etse mede
klinische eval uaaptpiaersa twauarr bg.ejb rMiR hkpt| awnotradtten zi jn ni et ongewoon
'Shell ock, F. G. Reference Manual for Magnetic Resonance Safety, Il mpl ant s, and
Devi ces: 2011 Edition. Bi omedi cal Research Publishing 2011.
VOORZORGSMAATRE&ELEN I'N VERBAND ME
CHLRURGI SCHE | NSTCRhUiI\/rElNrTgEiNsche
WAARSCHUWI NGEN BETREFF.ENDE CHI RHBREL gkt en V.oOOTr eenmall gebruik
I NSTRUMENIOENN: een veilig ef §k9|1d|ekft.getporour'l%e‘f%i'?e sting k
Acumedstrumenten dient de chlr gsYgh r%H}Q’PdBSrZth‘ [nﬁ tEEF’nent 9
instrument, de toepa35|ngsmeth%a chBrthei aapPEmehERN tegen krasse
chirurgische techmekhadastabm@géghgﬂ PEgen kunnen leiden tot d
weefsel schade kunnen optreden indien gen I nstrument worgt
bl ootgesteld aan overmatige belastingen, te hoge snel heden,
dicht botweefsel, onjuist gebr 81 RWERKY MMPEODNE ki jvlod rDianwer ki #8®nd e
beoogde dpaltéenrntDai ent te wordefn Rwaamalch uhw@iwaayriwordingen en sc
voorkeur schriftelijk, voor dedpl §ncals @p¥ohgdnvaBrgelpprwezighe
instrumenten verbonden zijn. gevolg van operatietrauma. Bij ove
bel asting van het hul pmiddel, onvo
van _overmatige kracht bij het inbr
VOORZORGSMAA_TREGELEN I'N VERBAN_BrMEEn_. Mi gratie en/of |l osraken va
I MPLANTAH&MN: i mpl ant aat mag NOoOoigty QRYIgGUW %%quf'mlbt a atie van een
worden. Eerdere belastingen k“858 'mgg;?ﬁﬁ iﬁsvb‘agéﬁwgtaal hi st
gecreeerd, die kunnen leiden tPEaE%FSQ b # nEBEIl StIHDERles op e
Bescherm instrumenten tegen kr%aﬁﬁl@z?ahbpheQ%Hg%gn ngf"antaat o f
-} acumed’



aan zenuwen of weke del en, bot aBeres el ®fe nb otpd @s @ mtgi enet war m Kkr @
weefselnecrose of onvoldoende gerénimggrtotVod@gvaleg alnenlbleerl] i ngen v
gebrui k van de enzymatische reini
EI NI GI NGSI NSTRUCTI ES: speci ale aandacht aan de correcte
temperatuur, waterkwaliteit, en c

Vereisten voor het reinlingelna vaatwaet viomrlzarthaatyg: handmatig het i mp
mogen niet opnieuw worden gebruisktaal AvbUY med adt\hivueenitddemMen op |mp

steriel verpakte f’;lrtikele.n nieg g Q)ré'elh"éttefm(fq'arh't%eaq %fron%l%‘j Gr"n
mabhr wel vuil siin geworden moocgnuld DIRLT Bl wlr g Wh e o
aanwijzingen worden behandeid a%o)gwoiga?s]gqenlg]p ﬁztaiqpp:anfef/lgintzccg
WaarS(_:hUW|ngen & Voorzorgsmaatng?latserane verwerking

T Het i mplantaat mag ni et opnle'lLJIWtrwo%ﬁdlerqlg_ge@ltt:arr%%cl)liéerr%i@ili rhet o
in contact komt met contaminati e v cont a t i ol i'sc
weefsel, zoal s I|chaamsvloe|s?%?tf;i%ll‘!ﬁl%%tdﬁr,g$%§1z.rin%t he§" pa ? %.’
hul pmi ddel voor eenmalig gebrru?'kn'%%'urﬂ)% fan K3 Ietr'W rpt?(lted%%§cla :
een bevoegde instelling die h'@pl\/ bt a %nj‘ﬁ?%rt\éa@e?%hn%ﬁ”ﬁ%rY1e%ift
ontvangen. Reiniging van een b58PrgfhdafeRePP|l ARSELATalEtj Warm kre
gekomen met menselijk bloed of"@®&8f{8g8r - p¥9tgafdeypanbevelingen v
herverwerking. gebrui k van de enzymatische reini
T Gebrui k geen i mplantaat |nd|entsﬁgf;'8%§e?9pgﬁcgés§ﬁgfip§dpf5reCte
Beschadigde i mplantaten dienen EBP &G .8HrWe¥]V8 85 i el ! en ¢
TAll e gebruikers dienen bevoeg%RﬁéP%gnb@f’lF‘Etilheﬂ H,]ja{rasonlsch E
gedocumenteerd bewijs van trai A1 RY 8H‘co_mpetentie. )

TAl Il e gebrui kers dienen een e%éﬁgﬁ{eh8§‘§§1$hﬁgtggaeggoc\lg;grmsgo
beschermende ultrusting (PPE )4D§0§)Péégt'im Igntaat met een scho
Handmatige verwerking om k?assen op het o ervliak te ve
Uitrusting: Borstel met zachtthaben n utraPIe eﬂzfrﬁatische
reiniger of neutrale detergens fné& ag]eﬁcﬁﬁ 5eéyv§r thg

-} acumed’



Uitrusting: Wasser/desinfecteerderntneet vaine terpymat ingcfze jnde ri
reiniger of neutrale detergens metekeemupKbe!l &j8. te omvatten.
T Gebrui k geen metalen borstels of
ket handmatige reinigingsproces.
T Gebrui k voor handmatige reiniging
Voor was g 2 Koud kraa N.v. t. opper valcatkiteeve stoffen die weinig
instrumenten in het reinigingsmioc
Enzwmssi 5 Warm kraal NGU_traal eReginigingsmiddel en dienen gemakke
matisch pH f8géspoeld te kunnen worden om r €
f Mi neraal olie of silicone smeer mioc
Wassing 5 Warm kraarn Detergenls menstrumenten worden gebruikt.
(>4Ax) pPH O 8|5 Enzymatische en reinigingsmiddel e
voor reiniging van herbruikbare i
Spoel i 2 Warm DI of N vt is erg belangrijk dat alkalische
water (>4 worden geneutraliseerd en van de
Drogin 40 90AC N.v.t afgespoeld.
T Chirurgische instrumenten dienen
Vereisten voor het reinlimgenrvae ®Neth oiefdvoymémyg: te voorkomen, zel
en accessoires van Acumed diened OSINTIhdr gédRrrdi Wadr dPdieg kd & sse.
worden gereinigd, volgens de rffahtlei jiman rhuimemerdherdi enen v--r ste
Waarschuwingen & Voorzorgsmaatr dgdélnépecteerd op reinheid van opr
fOntsmetting van herbruikbare i hY¥MPOfment ¥hShbP LEUPELLE;ir &R sSlijte
dient direct na afronding vanV §eavBfiGaegrdchrbUumhgi EBpMppDalt &tttk
vinden. Zorg ervoor dat veronthepapbde -odsieshadeed efijeaitde opl o:
kunnen drogen voordat ze wordeftgéekerhkgtl-Rehdepwbhregtegende mi
Over maat aan bloed of debrie dPBhesSeen@8ndeéheajgedivédegdchmope of
voorkomen dat dit op het opperbP¥RtbpArobPgtanodi zatielaag kan e
TAlle gebruikers dienen bevoegdPp%d&ohéemr Pqv%een L pr! ossen
gedocumenteerd bewijs van training en competentie Training

-} acumed’



Handmati ge + ®iesigifegseringsinstimctioma$sact kan komen. Soniceer de
1Bereid enzymatische en reinigi Mg8mmaakl ehemefl8 BbBHtAE.
fabri kant aanbevol en-tgenpreviak asu¥edwnpidereg dBp instrumenten en spoe
Verse oplossingen dienen te wowdéerrbgedudewderneaméni maal drie (3)
bestaande oplossingen sterk vespoetwhbhkegdgeepntekenen van bl oed
2Plaats instrumenten in enzymat(C§8§8hes®prbadsengangdaght aan canul e
volledig ondergedompeld zijn. Attepveeei hijk bewbegBhkendgrbhede
zodat de detergens met alle opfenviakken instoomeotekaonpnder nor
komen. Week gedurende minimaal tewvetiwgj d20enmi nut en.
Gebrui k een borstel met zachteppheyhag| hareneemzveatbhabhbtivgidet e
instrumenten te schrobben totdgbnabdargiségd:el'qtsbtaarpepéjrpbr|e i s
verwi jderd. Geef sp_eC|aIe aangé‘%g§ aan W%?hh'ak Edggg &kggn d e
gebieden. Geef speplgle aandac EhGﬂE,aglogPFaﬁfggge@vﬂeﬁn ,eeeF'ndo%tk
instrumenten en reinig met een eschikte gs orstel oor
bl ootgestelde veren, spiralen(,:o%_t?'r?‘i‘te'x?b,l?e‘"l‘% PR in el pHavégpEatise
ruime hoeveel heden reinigingshfaidRieoleri FeShipftedchin®S | het
vuil weg te spoelen. Schrob hkBebppdrenaymmei sebg en reinigings
schrobborstel om al het zichtbharbrvkantvaanhevobppdeEeweEeKiad pgwugeC
holtes te verwijderen. Buig heVefpexpPpbkpsesygapBreddepnNedhi 6bwWhREHE
oppervliak met een schrobborstebesRaaBde Retogeengenj gepsKhEeror
schrobben om te garanderen da2Phhheshbohtesuwmentden geaerennimdti sc
3Verwijder de instrumenten en spoéledgedupedeedmdammaehd arije. Act
(3) minuten grondig onder stroméefatwdeedeteegenspaetarprkl e opper
aandacht aan canules, en gebrukrRmeen ¥Wpekt mbmi aprrE mben| (LR)t @i
berei ken gebieden te spoelen. met zachte nylon haren om voorzic
4 Pl aats de instrumenten, voIIed?ghBHB ?Be88b’|gé d,al,ﬁ ééﬁ.ht,b,are c
ultrasone eenheid met reiniging MEUaLe. 2apApGAL,agp goeilijk te
beweegbare delen zodat de dete ggﬁka gragppac (gpggeﬁ_o _gkgkgngecanr
rernig met een g mear Kitn g :I edetorgd

T §__
1))
0
c
3
n
a



van een sonicator helpt bij hé¢cagtromatiigseei d®geainfviagit d@s ngs st
Instrumenten. H_et__gebrmk Va_“ﬂ@@ﬁuﬁ@_hhbfiQfaeWé}b_e(Né!sééﬁydééln
spoelen van moeilijk te bereikgangeboedanaers dhefe PBRiAl kA
Il iggende oppervlak verbeteren. instrumenten.
Haal de ipstrumgnten uit de epE¥rROBkaBsbmatPBeePACkyBtBEMaREN
®®n (1) minuut in gedeioniseerdowgppWlfoces van handmatige reinig
Pl aats instrumenten in een geg¢ehRsktuwmanseh/ deshehegtormapdie|is
en verwerk het geheel middels Q@ﬂn§bé6ﬂ@éi‘§ emckUse¥@Ned® reini
wasser/ desinfector. De volgende minimale parameters zijn
essentieel voor grondige re|négéfglngeFEld?mnfectering.

System components may be provided
1 Twee (2) minuten voorwas met koud kraanwater
2 Twintig (20) seconden enzymspr a mete%ié!yblr gg—mhvymi‘u{(aglpltr?ge.St:Cludmeadanr aeaednt n;]i
3 E®n (1) minuut weken met enzym het steriel verpakte product ni et

beschadi gd, mo et het incident

4 Vijftien (15) seconden spoelen nebrkd)dqjcktraa}ﬁ\awﬁtenri é){ 2\)vorden gebrui K t

Twee (2) minuten wassen met detar@@nasrerfa‘qlblmeqlraanwater

° (64 MAo® 1145AF)
6 Vijftien (15) seconden spoelen ne{\llfsuerkrae nwggnozdlmcthI delijk gel a.be‘
ev een ongeopende steriel
; Tien (10) seconden spoelen met ;eALmu/mledd,watdelremeetnopathloeeellmpIan—sttaetreinelen
smeer mi déle | AGI6AB) te worden beschouwd, en v--r gebru
] i este-rsﬂlewsedaredlnl‘slitetumenten
8 Zeven (7) minuten drogenAmpt he ubCIhIUI(Ig.?nﬁaké\l van de hieronder Py
Opmerking: Volg nadrukkelijk de ins rﬁétQE&lv'aﬁadte' ﬁaooarl@am?tvearnsde Wossep/ | edi
desinfecteerder op de juiste wijze zijn geplaatst,

-} acumed’
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° Neder idbdsPABE

Sterilisatiemethoden

T Raadpleeg de schriftelijke i nsfaumio b omnon= oneml bl oz ol cpaie e uw
; ; ; 0389-0890-089®0D808-088@-0D8080D80D1-152F-1884
apparatuur voor spe0|_f| eke 8&)586-,0885(9-,088(0)-,088(8-,0887@-,0888(1!)-,08830. roer
bel astingsconfi guratie. o :
. . ~ Deze trays zijn met betrekking t
ﬂVoIg_dg hu!dlgg AORN_nRecommen
Sterilization in Perioperative o <1 MI
ST79: TZoOIMprehensive guide to giweam ekt acrht Vyaryandioasaahacl aaf: N|JET AA
sterility assurance in health g ar.e facilities.
) . . ] ) reacu¢gmautocl aaf:
T Gebrui k wanrerfill isssat i e wor dt ni + b !
gebrui kt dient deze alleen wuit|Conditie: Verpakt
verelsten vian. A.NSTC@\I#\[MIIGISG'WQI.V Blootstellingstel32 AC (270 AF)
to steam sterilization and ste Ar e
faci.l ities Bl ootstellingstiij4 minuten
Droogtijd: 30 minuten
AT®001 ;6 7R 0 -C7A0T02-60 @2 /-60R3, -MADD /-MTQ 2/
ATMO0O03, -SADD /-A0TQR2 /-2T @3
Deze trays zijn met betrekking tot dj
gevalideerd:
Zwaartekrachtvervangingsautoclaaf: N|ET AA

Preacu¢gmautocl aaf :

Conditie: Ver pakt

Bl ootstellingstef132 AC (270 AF)
Bl ootstellingstijl10 minute
Droogtijd: 40 minuten

-} acumed’
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I NSTRUCTI ES VOORp®P3alaAGop een kg
droge plaats en weghouden van di
gebrui k dient de productverpakki |i Raadpleeg de gebrui ksaanwij
geinspecteerd op tekenen van kno
met water. Gebruik oudere parti,]j & Let op

. [sTErRLE[ES] |Gesteriliseerd met efhyleen
TOEPASSELI| JXeHzZEd Dmat er i al en bevat y
informatie over producten die inl [STErRE[R] |[Gesteriliseerd door middel
niet verkrijgbaar zijn of in ver
verschillende handel smerken verk '>__< Uiterste gebruiksdatgm
producten kunnen in verschillend
zijn of vrijgegeven zijn door ov Catal ogusnummer
regulering voor verkoop of gebru
indicaties of restricties. Produ Batchcode
gebruik in alle landen goedgekeu Geautoriseerd vertegenwoor d|
materialen mag worden beschouwd [Ec [rer] .
of verzoek om enig product of wvo in de Europese Gemeenmschap
product op een bepaalde wijze we ‘ Fabrikant
onder de rechten en voorschrifte
|l ezer zich bevindt. (v Productiedatum
VERDERE | NFORMATVEDr een verzoek & Niet opnieuw steriligeren
verder materi aal de in dit docum . . .

. . N t b k ¢
contactinformatie. ® ' e epnreuw gebrut ken
,i’ Bovengrens van de temperatu

Forsi ktighet: Kun for profesjonell bruk

-} acumed’



ACUMED ACUTRAKCUTESKRUESYSTEMER

ankel beinet, ankel knoken og hPl en.

KONTRAI NDI KAXJoONtErRai ndi kasj oner f

BESKRI VEAGSIEt-ngk Acusknkuel er deseirgnmekitifvorel l er |l atent infeksjon; -
fiksering av forskjellige fr aktbhernete nogggd-&ovsatld ceteotmiee rl enie nbsl Rdtev ehve | Oeds
Acut-ngkAcusknuegystemer inkl udetvers ffRhllgseonmheet mi stenkes skal test
i mplantater: Pasienter som i kke vil el l er kan f
! Acutrak Fusion, Mini,-sSktraunedrarpde'4e/'5nStGr/”7degonF‘eluser kontraindike

Di'sse anordningene er ikke ment =

T AcuTwikstuer ) osterior elementer (pedlikérerl)umbe
T Acutrak 2 Micro, Mlnl-skSrtuaenrdqrydggMad? 5,5, og 7,5

Acut-ngkAcuskanlue@ystemer inkluderer o0gs-
instrumenter for = tilretteleggmeATpEqusA eSrPiEnSgI FaIVKAiSrgpdNaEnRtaFtOeRr'KIRUR(
I NSTRUMENTNMERI: ant at ene er | aget av

I NDI KASJONERDgKkAcCcusknuel har f AISgevn d-el 36 .
bruksindi kasjoner:

MATERI ALSPESI FI KASJONER FOR KI RURC(
Acutrak Fusion, Mini og Standarld\;STARCUMEW TeEERL: r A aetnrt aekn e2 eMi clraog et a

Mini, Standaskrueédr 7 Mgntt, Som ent iftia&krs,erdlngmsiemihierh og pol ymerer av
for sm- Dbein, beinfragmenter o9 uosdteerat onmeide rt.a nlkeen pe-r biikokkeo nmpeantti bi |
for interferens eller mykvevfiksering.

BRUKSI NFORMASJON FOR :IKMRLWANTAT B7R:

Acutrak 4/5, 6/ 7, -olkgr Pdru:s ;DArcrudvred kge2 t#,pen og stRrrelsen som pas:

fikseringsenheten kan brukes f ororf us jfo-neern, tfertak tturlerasenlilnegr og f as

osteotomier i kragebeinet, overSaerlms boer nleetg,enr aedi wse,t aultbduaenbnecidree tme |
tarmbeinet , | =rbeinet, knesk-Il en, |l eggbeinet, skinnebeinet,@
-} acumed
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ADVARSLER FOR KI RURGI SKEFbNSERHEMENTERt edevbrelsen av et implanta
instrumenter fra Acumed skal kunaeembhrukmpl pptanetr kgg kgekke p-
effektiv m-te, m- kirurgen kjemepdvarknidesbelumsehneng pruksmrtenng
den anbefalte kirurgiske tekni Bkekéenbl HvisueBvdnébrument uktaéttes
overdreven belastning, for hBykhasfogkb&Eommkompakmpbanhattei Fl ptu
el leiilkleemkt bruk, kan det fRrERItSdmMmet i owse rfuore nmett alkineklkleer el il €
tar skade, eller til skade p- wegyatPasremkeposkalvevéios!|l es, f hemme
skriftlig, om risikoene forbundéetrmed|l dabhbnavtymphanbhasjomeaveet

i mplantat eller kirurgisk trauma Kk
FORHOLDSREGLER FOR | BRL ANPABEREYKip vev, nekrose av bein eller be
aldri gjenbrukes. Tidligere stPEEgrkgﬁ'hétfﬁkke{ig Q%L'ﬁpsdannm
som kan fRBre til at anordningen svikter. Beskytt implantater mot
riper og bulker, for stresskon&enfcdagjolwer NbarUKBIONERI svi kt .
Bl anding av i mplantkomponenter fra forskjellige produsenter
anbefales ikke av metallurgiskénsmekkna] skerofofunrbppBRahhgt av $k
~rsaker. Fordelene med implanthtkkeargihr opptyl Aeumednekpefinkee i
pasientens forventninger ellersterkhhseoingng¥€ssimeditidpakkabein
som nRdvendiggjRr revisjonskirtpgbyhes sterétatog bBmpl akkeat barev
for -~ utfRre alternative prosebdghandl Rsvispenbrl dutgl m8bHgende:
i mplantater er ikke wuvanlig. Advarsler og forholdsregler

T Det skal i kke utfBres resterilise
FORHOLDSREGLER FOR KI RURGI SKE | N PROMENRTER: kommer i kontakt med
Instrumenter for enganggbt ukTimdlkidindrak tbmeklediphogi sk vev, slik

S
belastning kan ha fRrt til defektiendresemhiedenmedimMired dHteremnet f
innretning svikter. Beskytt instreungamgsrea hmdt) miagemldg thalkkhp, oses
ettersom slik konsentrert bel astmeidng i kdn gf Broe bteisit eamij Igtodkj ennel s

Reprosessering er rengjRBring av e
L

NEGATI VE FIMuGER:e bivirkninger &@&'sk8Mmgt L,fkeptakt med humant
p -

unor mal e fornemmdllear bdd3twervsses kade grunn

-} acumed’



pl antat m- ikke brukes hvis38kgtfl amphahantblti nB8Byskamddt DI el |
adde i mplantater skal kastesrenset vann til den siste skyllir
| e r

brukere skal vbre kvalif438rk peptanéeht emeded bruk av en
dokumententert bevis p- oppl bPrshgapg kpmpewvanséat en.

T Brukere skal bruke egnet persdakangi yerbhehasdlyirng PPE) .
Manuell rengj RBring Utstyr: vasker/desinfiseringsenhet

Utstyr: BRrste med myk bust, nR¢PBABtIingamyhadel srl ler nBytralt v
rengjRringsmiddel eller nRyld8r &
1Kl argjRBr en opplRBsning ved b+ K e
ell er rengjBringsmiddel. FRI g
produsent ved bruk, og vbr sp Forvas 2 Kaldt spr N/ A
eksponeringstider, temperatur on.
2Vask implantatet manuelt. | kk| Enzymva 2 Varmt spri NBytral, enzy-
rengjRringsmidler p- i mplanta matisk pH O 8,
3Skyl |l i mpl antatet nRBye med DI ' . Il er
renset vann til den siste sky Vask | 5 Varmt spriVaskemidgel me¢
4 TRrk implantatet ved bruk av (40 AcC pH O 8BS
skrape opp overflaten.

. . SKvl | 5 Varm DI el N/ A t
Ultrasonisk behandling y vann (>4d
Ut styr: Ultrasonisk rengjRBrer, -
rengj Rringsmiddel eller nRydX8r & TRrk 40 90 AC N/ A
Mer k at wultrasonisk rengjBring kan_ for-rsake ekstra skade p=
i mplantater som har overflatesRgA@FIBringskrav ACUmMmemdstrwmemt etr:
1Kl argjRBr en opplRBsning ved b-r'ﬁ'kl%?/hr\glralr%?.E%?gjné&%%fnn%%evfa%rkegje
eller rengjBringsmiddel. FBIgr%%%'e?%?ilnr&]e% € P TP enes
produsent ved bruk, og vbr spR&VYansg! eRyed me@rhol dsregler
eksponeringstider, temperaturfJ Delonkami naei oogakogsenbrakpane i
2RengjRr implantatene ultrasoni 8§ fimhPRset ed mMmhddebpart etter 3

-} acumed



FehgpRrir

0g

kontaminertdManuwal I @ medmdgjsE i mdkes j olms i mesn gjulkrsij r
: y
i nn a

a
Overfl RBdig

det

brukere
e

t Brker

skal

e
d
ar

8
a
f

p
ti
rengj Bringsmidlet

kvalifib8snhipgeso
a
3

vbre
o]

n-vbPrende

- oppl Pring
r
ehusregl er.

er

mkosektpuer (RO) BRmebhubatvedenBr uk

el l er

bruk metall bBrster
rengj RBringsprosessen.

manuel l e

T 1 kke

all e

t

forsiktig

instrumentene

U= L W O 00 L - W W 0O A U D W
17 J I —>0 0 >> V.- T OO
Ne—0 o0 wn 2 T - £ E r€o
« C ... OT C XC o T Acw o - Q0o rlc
Qe DNVOT OV . — s CX. 0~ o m
T wX s & > 0E >xC{x0 _ co Ex
LonwovorE -~ —— 0 @ ®H — D O
P W OO C >N L aTe X0 e O
W@ - VOOV WDV X o — VD
TS 0O _._Ange_ crc o—_ow oo
CX@Qe D OO> O X oC O._Q
M N& 0.0 T Cudyy © 0 -._OW OUt_
o _ oo— % A~ eesrr..erSIee —

>E_ oo e 0 0G2 TWO Ul a0~
ED@o wx 0 00> Tl e COb_ na
DT = Dy S —C O CCx
W uC QL EIoeltnk.VanD.tlpeitrdv,
X X DO M- K Oy XCW O Qi T A
T CO ax L0 0 v Ev v rco >&i

G ®C ST - U~ ﬂu\vgdeeemrﬂse

EEov._oo0 e.MT Eow T 25C 0 E 0 .7
TD®>C CT P53 e ECSe £O0
T TW/WT UT Snzneren “ON - N O X DO ©
Q@O O B s M OO0 DU @ VDO
0w 22 VcmE « B con.

Lo = OMOo o 0 D_WCO QO _

WD T OPRE. ~ O C € W 0T
WOD =D .2 03 I ~2L0 2 S0 X - G
L O 0 O L PCOD e (>0

WO D WO S Oy, @ 0y D0 S F@eET
WDA X5 o 0Pd =~ Cen@L © CU. o
o EE X _c 4 00DV O C_w TD@O -
O W 00 O G AL o 0NOE rSll_._..mmSV nwn 9

© c x ] 0 @ o -~ n O o._ >
— o » IS _ oL - o x o >
S 7 B = no - 8
T So c S ro —0o v 0.3
O - C o o0 S o kslem
E v~ c ~ T c () we x T
n S —_ o S N o SO0 _g=-—1t
- Cx — _ o ) —— Eo8
.- —_ > 0 ~ E o T 0 o
)
— r n oS — c o rx £ _o.@
T o E o ®o o € c cox=
o
_n . c_ £ > 5 E __0©°
.
IS - © . 4 OE S — —e Do -Xx3
wr o —_— -0 N} ) c @ )
o — —0 L, 05 @+~ 0 P o) RV o )
)
c .o Ve = -0 c_- £ joTw®
—_ O .— . c > o c - Ve~ S c o—
+— — ©
cw EC v 0o g@®_c— o Ex _ V._»n
©®@ w0 0oEE @O %) S-Sy O
—mD D 5 QO O e ® =-c
DECw s+ (CSec X0 .« -~ C 0 O.—
Cmm 0 0O g VS +w O - =.—XT
errrlsdraminenreasle
-2 CTO 2 ¥ 5 OO® o .— O VL. O n
R | RS o I C .
X OO 0E OO0 S VDO TOG 0T
Sccc 35 >c¢c n ~nw® _E ocxco
L0 E 0OV C .—-5>_ 35 CO_CC
N X2 Zo0Bo X x << < @ ®
- = = - = =

®

-} acumed



6l nspiser instrumentene i nor ma lig
sSsmuss.

7 Hvi s det finnes syn||g smuss, 1 To (2) minutters forvask med kaldt sSpr
Skyl letrinnene over. 2 Tjue (20) sekunders enzymspray med var
8Fjern overfl B8dig fukt fra inst

absorberende |l of r i Kkl ut . 3 Ett (1) minutts enzymgjennomvbting
Kombinerte manuel |l e/ aut-oongati ser {4 Femten (15) sekunders skylling kal dt
desinfeksjonsinstruksjoner ‘ _

1Kl argjRr ensymatiske 0g rengj Rl|s To ('2) mlnut,ters vask med vaskemiddel
anbefalte blandeforhold og tem (64 /6@ usd AF) e

I Bsningen blir svbrt kontaminej|g Femten (15) minutters ny skyllipg med
2Pl asser instrumentene i enzyma ) )

nedsenket . Aktiver all e bevege - T|.(10) s,ekunde,rs skylling med enset
rengj RBringsmidlet f-r kontakt emi ddefb (GL3GEAF) vbt i
minst ti (10) minutter Bruk e]|s Sju (7) minutters tRrking i varfRBet
instrumentene forsiktig til al Vbr
spesiel't oppmerksom p- omr-der Mer k: FBlI g instruksjonene fra vaske ‘ens/de
spesielt oppmerksom p- alle in|nBye

rengj Br med en hensi Mesthkes Birgkf laaslkabRrste.

soni kator vil hjelpe med nye FrreagjRksjhgnarv foastremenBeirngBdakin
av en sprflRyte eller vannstr-leaAavtbmbherbedt®r dh¥kpdNdmany £isedLIr
som er vanskelig = n=- og nPrligaesde peAagfRAt AGsmetode for kiru
3Fjern instrumenter fra enzymlH @fegpninageomadi skyt!l sysdemoRbfebt ukes
vann i minst ett (1) minutt. til manuell rengjRring.

4Plasser instrument-fdesinfinsegnehskhk@anskend ene skal inspiseres nBRy
behandl e i en -/sdasidnfrdk vyjaskesy klfyse k tF &l ¢gemyg Rring.

mi ni mumsparametre er avgjBrende for = oppn=- nBye

rengj Bring

og desinfeksjon.
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@ Nors&O / PAGE

STERI LI TET: Omf attende veileder til dampster.i
hel seinstitusjoner

Systemkomponenter kan | everes s

AF7017,-08TF -0A3TIM, -5 840 ;05/00-088@-0885; 80
038908900-089®0808-08a@20N808ND80D1-1520-1884

Sterilt Dpertodsutker:i | e produkt et b [eo s cia ool o om0 emel ol oo chaion o ekl
mi ni mumsdoskGy -g 2bmaOstr -1l ing. A
ikke resterilisering av sterilt ie? d ter. Hv i s ster
pakningen er skadet, m-~ hendel s Tﬁ’ qde,rraft Orrsp)évernld‘? AR EMhAY B AN
Produkt et m- i kke brukes og det |[FBrvak@tmalubh&iase:t il Acumed
Forhol d: I nnpakket
| kise¢ er i I t Huwriosduikktk e produktet e
og levert i en u=-pnet og steril |[Eksponeringstempql3Z (2r)0
i mpl antater o0og instrumsmeéeeret ebatw Eksponerinastid:- |4 minutter
sykehuset f-8tebrbuk&k. ehkh&eer har P 9 ’
av steriliseringsparametrene SO|TRrketid: 30 minutter I as
brett med alle deler riktig pla =

ATDPO001;:6 7020 -C7A0T02/-60QR2/-6023, -MATD /-MT Q2/

ATM003, -SADD /-30 Q22 /-30@3
Steriliseringsmetoder Disse brettene har bl itt
1

validert ti

R-df Br deg med de skriftlige anTv dk ge fn FI g okl I kkE AN
utstyrsprodusenten n-r det gj el dB%ege® nX&fgvende auto ave:
steriliseringsapparatene og |ns:t,,rVLhk<5unchnleork|§\per;

bel astningsinnstillinger.

TFRI g gjeldende AORN ﬁRecommendForhOId' ' nnpakket
Sterilization in Perioperative|lEksponeringstempql3Xx ( 2/)0
praksis for sterilisering i pr 1St/
AAMI ST790mpafidende veil eder ¢t |Eksponeringstid: |10 minutter

og sterilitetsgarantier i hel s|tg;ketid: 40 minutter

T Flashsterilisering anbefales i KKe, men gersom den Dbrukes Sskal
den kun utfRBres i samsvar meid krav i NSI/ AAMI ST79: 2010

PKGI& Effez@i%e 06 ".' acumed



LAGRI NGSI| NSTRWKSEeRs

sted
pakke
kont ami

0g

BRUKSOMRj
i nfor masj|

VI DERE
mater.i
i dette

sje

OT - 3D — D 0K

al e,

nna
kkes
rt a

Dk s
on o
ngel
i ge

k a

d

Vv

e
m
i
u
n
r
i

NFORMABIJOGNbDe o

p- et
irekte solly
om den har b

vann. Br uk

materi al en
produkter s
ge i et spes
nder andre v
vbre godkj e

ganisasjoner

ndi kasj oner
kan hende ik
g med di sse
l er anmodnin
p- en spesi
g forskrifte
m vi
st se ko

vennlig
dokumentet.

Forsi ktighet:

kj Blig
S . FBr
ittt t
den el

S —o ®

I R
—o oo —

3~ x3

D @ © >

w—=—5o

JCD(QBX(D

— — —~
onoQ o —

B—gﬂo—q
- a

o —

I

der e
ntakti

:E Les bruksanvisningen

& Forsi ktig
Sterilisert med etylenoksid
STERLE| R Sterilisert med stra-ling

E Utl Bpsdat o

Katal ognummer

Partikode
Autorisert representant E |
.‘ Produsent

(Vv Produksjonsdato

@ Il kke steriliser

® Il kke bruk om igjen

X lverste temperaturgrense
Kun for profesjonell bruk

-} acumed’



SI STEMAS DE PARAFUBOQUAGBMKMEACUTEAK 2
f2zpul a, t2bi a, tal us, mal ®ol o e ¢z«

CONTRIANDI CA¢A&EScointdiaca- »es do si s
DESCRI ¢@sO:parafusos Acutrak e AblUeé¢-akes Fofriavnes ou | atentes; s®j
concebidos par fornecer a f i xa-U« o] udd ivdgardiea s nfsrud dtcureanst ee de o0sso

a
osteotomias durante a sua cicatSreinzSd-bdd.i dasd es imatteeniad sa lde Dpeavreant wssed
Acutrak e Acutrak 2 incluem os ismddainntae s« oi mMpN &€ratSeds :de suspeita de
f Parafusos Acutrak Fusion, Mi Y€ <Py A ecfe”l’HOSU dgl/€7 Ng« Op | Sg « 0  C¢
P f A Twist cmdadmspepas roi nN«o s«o0 indicad
T aratusos cutwis ) di spositivos. Es tes aparel hos n«o
1T Parafusos Acutrak 2 Micro, Migni paS}taafnudSaorSd,ou4f7lxa_,«50 & ols: %] emer
Os sistemas de parafusos Acutr aka e eAcvlutcradk 2 otre8mh @n iencclodeumma | o
instrumentos para facilitar a coloca-«o0 dos i mplantes.
ESPECI FI CA¢i ES DO MATERI @4 DO | MPI
| NDI CA¢O&Sparafusos Acutrak e Acnptiraankt e2s ts°«m afsabri cados em | iga ¢
seguintes indica-»es: com a norma ASTM F136.
Parafusos Acutrak Fusion, Mini EeSPEtCanFd aCrAdt;i EASC uDTOW i MBALT;E RA CAWLt rDaCk | 2N S~
Mi cr o, Mini, Standard, 4,7 e 5,C3:RPDRoJNOELi deosr ammdt wmw di«sop ofsa btriive
de fixa-«o0o para o0ssos pequenos,i nforxa gdngevretlo s e:ns st aasOneé o, em al umzni
osteotomias. N«o se destinam = gfriaxuss- «ro®dd ec otse caivdad inaodloes oqw ant o a |
interfer®°ncia.

I NFORMAC¢I ES PARA WD UL IMPAWNGT E
Parafusos Acutrak 4/5, 6/ 7 e Plcusr;urAd wtor adke v2e r78, 5e:s ckosl thee rd ios pt o spiot ie
de fixa-«o0o pode ser wutilizado peaorra efswpsonedse,m f'rsa cntewcreasssioduades dos
osteotomias da clav2cul a, Yamer o0, r 8di o, ul na, 2110, f ®mur , r-tul
-} acumed



adapta-«o0 e uma base est8vel comsposspbitedadeqdadoi rBEmborxa est a
0 m®dico seja o intermedi 88§rio pompetemeatentantea dmpueshi pao«o d
paciente, as informa-»es m®dicasrumporkbanaemb®mo®stespessgestepor
documento devem ser transmitidpsbhocpaeereentel evantes e consultar
relativamente ao procedi mento, ant
| NFORMACI ES PARA UTI LI ZAC&O DoeP&%?hgﬁEN?é t®cnicas cirdrgicas n
Cl RDRGIOGO:i nstrumentos fornecidd EFdde sistema
podem da®tianama Ynica utiliza-«0o ou podem ser
reutiliz8veis. ADVERTaNCI AS RELATI VASPaAOCa | oMPUWLSANNT E
f O utilizador deve consultar &ePgUuf@l 8 8birAgtHdA@meMPbaphpac ciru
determinar se o instrumento §€MAkstArmMaNbE hadi hiamhzgApPcagom o
utiliza-«o0o ou se ® reutiliz§gd®lic®s«pnstpPEmeHMEstparg amh®cnic
Yinica utiliza-«o est«o identPff€aldbs§Pe8mtuthOs2z2MAbEI §PRAKEI VO N«
reutilizarodo conforme descritbeRa«8edacbeiepgpéngahaddospmpOloda r
em bai xo. de actividade. Pode ocorrer algum
f Os instrumentos para uma 1/4n|85aﬂfjlolPzémgbaﬂégeﬁ\sgérsuje'to ao
eliminados ap-s a respectivac@Mfi 43t &8, a n«o uni«o ou a recu
) ) inser-«o0o Incorrecta do disposjtivo
T Os instrumentos reUt"!Z§Ve'3u@8§§ﬁ?maugoE§mBPlgﬁaﬁbdﬁe%‘!bert
|t mtado. Antes e depois de g4 .@r%“ale'rz vi€adB? EP%FEPH‘ﬁEFQFme
reuF|I|z§ve|s _devem ser inspgef}pngdesy, EMPififdUeses e os pos
aplicgvel , a fimde verificap 53¢, f¢b<0ca8{had88yvef®5h8fas inciu
dani ficados, devidamente Iimepg BsPEi @B " B6RCPtaMamBhiB8SEBVvEdo a
para verificar a integridade, fdgs, macaplismagsdg, LgfigPdade exc
Dever8§8 -peesespecial aten-«o agsg 'r'E%CBieO'E%S heses"pécialmente s e
brocas e aos instrumentos utiahﬁ]éﬂggsdga[:argg’gta@vpaopgrgmaatra
inser-«o do implante. Uni «xo -ssea ou cicatriza-«o incomp

|l es»es nervosas ou dos tecidos mol
TECNI CAS Cl| REERGI«®ASHi spon2veisct®¥Whgicage ou a presen-a do i mplant
cir¥%rgicas que descrevem as UuUtiDuezaasesndesstéegsai ate MoPteCris gidtode
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pode causar a falha do i mplantbeeaktbticdostdatamentgi aOdei mmpbaanees
podem causar distor-«o0o e/ou blegpeatati vasudbi paecekestte aou | poder «
estruturas anat- - micas em i magehsmpadi ogc86bscbaandO@sde cirurgia de
componentes do sistema de n«o fophmntesbadparaorqaéiecasperbaedin
a seguran-a, aquecimento ou mideafreuviseoambmenmel dat EBRMn«o s«o i
Produtos semel hantes foram testados e descritos em termos de
como poderiam ser utilizados eppg %%M‘J%?ES @EEA%Y@ASaAE‘)OIRIngI’E{Uﬁ/I%NT
E)S.h-zlpleorclflt.FrIGa Il;etflelrtl,nzcaenl\;jaiuaelqlfj(l)rpalagnn i on CtOS fcelrl/“(‘jjllcaOS panrda unm
Devi ces: ‘201.1 E.dition. Bi omedi cal Resear r\FéPrIJFFIé:%%’ n'a%get Fe} i&%qu‘p ETSSfOF_OS a
i mper e|->e podem conduzir a
0s instrumentos contra ri scos e mo
ADVERTaNCI AS RELAT,' V,AS A O INSTBHMEB‘Epra-»es de tens«o podem cond
Cl RbRGIPG®:a uma utiliza-«o egura e eficaz de qu qq er
instrumento da Acumed, o cnrurgi«o deve estar familiarizado com
o instrumento, com o m®todo deEHEPFI TO&- RPVERESP®S a’VvOtsi €deitos a
cirvwrgica recomendada. Pode ocgpféﬁ,adgﬁéﬁﬂé0690d9H0§eﬁ§a‘»es an
instrumento, bem como danos nof§0febtP@8b80SqgmMahgs dmvido presen-
instrumento ® sujeito a cargasCékte8§6FQasPodeyereergadesa fractu
excessivas, a osso denso, a utPKFgasRodpnaetidMhdadea GATDRAzZRAIRbLO
n«o prevista. O paciente deve sefupgvarcxpdbncpmpt eianervarmantfer-
por escrito quanto aos riscos adsb5BEradds«<a €8t eyptppbsg. dPode oco
instrumentos relaxamento do i mplante. EXxiste a
sensibilidade ao metal ou reac-«o
. reac-«o adversa a corpos estranhos
PRECAUCI ES RELATIVAS WO il MPILANGE: |y material estranho. Les»es do
nunca dever§8 ser reutilizado. ?5|Egp3ﬁgér?gberg Eﬁsoﬁoge}“e%\ﬁ%or-
criado imperfei-»es que podem dap;gLriggmafabig SPagL<6pPﬁbbirnE]Peta
Os i mplantes est«o protegidos BQ”DFnaihg?ﬁﬂ§eeogoﬁheﬁmat?¥§u gme
concentra-»es de tens»es podem | evar a I hsucesso. N«o ®
recomend8vel mi sturar componentes _de i mplantes de _diferentes
fabricantes por raz»es metal1/4rbN§§gp¢hg%©Pﬁc5§M€E?@‘hcionais Os
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Requi sitos
i mplantes.

de

Il i mpdlza desti mpzaetx@®si - «o0, temperatura, qualidade

A Acumed-l hmperacomendaraerce oS .

_esteriliza-«o de_produtos fornegqiady@s camdambhalameanl e st &pgiasit eOma
|mp|§ntes fornecidos n«o eSteI’I|pIa4€:h(bO§jeC]laeon<§QJ taggetha@ssidéo | | mpez
utilizados, mas que estejam suh%%xa%q/AveerBesmer %q%shstaed%%mdeégua o
acordo com o seguinte: Utilize 8gua deS|on|zada ou purif
Advert®ncias e precau-»es 4Seque o implante utilizando um pé
TA reesteriliza-«o dos implantepsahgaedpvVeosphrhealbizadarsecar a
i mplante contactar com a Contlglmt'?@@és«gmér‘?to-&oﬁér’ cepfacto com
tecidos iol -gicos, tais como urdos corporais/sangue), a N«
i d biol - gi i f 4 | i ‘fs@
ser que o dispositivo de utilFIULRIMENRG QH g%%rb?}.e{ Ol | RegRt ep ad
reprocessado por uma instituil-kxBP8fHRofNzhLPAlLG ROy LU - QY deter’
regul amentar adeqAaldiampeaza abeg%él'e$UBtf3' A ls!omp;lezpa)dpacr@ EIATUIS S €
depois de entrar em contacto ?P'mc's%rﬁ%'u% %51 't?%i%%%e?u?ln%rﬁogznoz
constitui um reprocessamento.ilFrepare uma solu-«o0o utillzando C
T N« utilize um i mplante se a sgﬁérfggpéeegf'i?QEnBSnPPi&é@qg.ez@s
|mplantes danificados devem seﬁeéeirﬁwfgﬂ%fﬁog.oregt;';angg egiglgegt
f Todos os wutilizadores devem sef HE?i-QB,Sfigﬁpgpaphfg?aaﬁalFag]de
prova documentada de for ma-«o EorPpOReLghci a.
“.Osd.‘“!:j'zf‘d“Egls devem “.sag Cay i PHPENbe fHpPLAt &SSP davantde nbt
indi vi ua (. ) apropriado 15 minutos.
Pro.cessamento manual 3Enxag¥%e bem o i mplante com §gua o
Equi pament o: Escova de cerdas meuctliqs,zea@egrytaedd;%,lolnmg%zd@ ou purif
enzim8tico neutro ou deOBrgentg shgile’ GBI URR utilizando um pe
l1Prepare uma solu-«o utilizando| §ggaedpetorparbacePPtBfd €iscar a
deFe_rgente ou agenFe de l'mpelgraocigégélm?r?tGer%@én@ﬁ‘|d@6»e_s de
utiliza-«o do fabricante do algen_ e de i mpeza en2|m§t|c?o ou
detergente. prestando especiafTALERNAD 30 {BNpLUBEITe To ivres
8,5
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T N«o utilize escovas met8licas nern
processo de | i mpeza manual
fUtilize agentes de | impeza com t e
Pr-®avage 2 Cgua da to N/ A iaespumosos para a | i mpeza manual,
visualiza-«0 dos instrumentos na
. Detergenfte en- .

Lavagem ) Cgua da t cimstico Y entes de | i mpeza dgvem ser f 8ce

zi m§ti mor na bH © 85 i“h"s%*rumentos para evitar a acumul

1M N«o ® recomendada a utiliza-«o de

Lavagem 5 Cgua da t Detergenfe cpreo mineral ou silicone nos inst

morna (>4 um pH Ol & Recomenaaa utiliza-«o de agentes
Cgua desio enzi mgticos de pH neutro para a |
Enxag %4 2 purificad N/ A reutiliz8§veis. £ muito importante
(>40AC) alcalinos sejam completamente net
dos instrumentos.

Secagen 40 90AC N/ A 10Os instrumentos cir%rgicos t°m de
Requisitos de | impeGs Idmnst nemeun@éstaeevitar a forma-«o de ferruge
Acess-rios Acumed devem ser compldtrd®madios €EiMmRod amwoxd dgeoel de e
voltarem a ser utilizados, de §dorddses oemiastseagneinntoss deivieenc tsreir z @
Advert°ncias e precau-»es Il i mpeza das superf2cies, uni »es €
T A descontamina-«o de instrumenf"ggqpégplF|g§§8?§t8uantes da este
acess-rios deve ocorrer imedi%PambHménap.- angadecespadpPub«s pgode ent
procedi mento cir¥%rgico. N«o pefdmiteampnedas pRAEtraumentdes! i mpeza
contaminados sequem antes da | Pmpedehppefdrobbmpamaneytremamente
excesso de sangue ou detritos @H8vEObkdr»pemaVRdeOpherAhamitado,
gue sequem na superfz2cie. met 8l icos. Al ®m di sso, em sol u-»e
fTodos os utilizadores devem estH4YPeGLOI8amBnléd qRafPRMPEEgYE anoc
com um comprovativo da forma-kbster ¢ompetdeacliiampena/ desinfec-«o
forma-«o deve incluir as diretPrepaseapbiageatesaehvam8§tecas e
normas e pol2ticas hospitalaredilui-«o de utiliza-«o0o e temperat
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€ 0s instrumentos em SO Uy . . .
tamente submersos. AccioHéitbdg&suma pgFtBIamPepsirrigar
ermitir o contacto do détesgenteoocemosodastasmentos debai
2cies Dei xe i mpregnar dpaaata, rpmompithe, sujhtdade20) s2 ve
s. Utilize uma escova depseepbdaerdarnyl eRidpaehasabPadbasujioc
ar cuidadosamentelos in§tSrOLhrggr‘etq)ss Pta® she dteefbfh%(fﬁgﬂ/iedoacim;
dos todos os detritos Vigiygls aPhiml 8afABPEh 8kcBLER 48s
as de dif2cil acesso. PTESLEREFRCF| Mboal GB56PvEnt 898Ss8H
mentos canulados e | impe com um escoVvVi ] h«o .
iado. No caso de mol as Ie@(?tors%'a_)é?sb‘i%iln'a@p%ﬁa e desinfec-«
erzsticas flex2veis: SudMmi?oPMathge@dreentroncias com
dades abundantes da sollPkepaeel pPmpegatparaziambiep e de
er sujidade. Esfregue a Ytpbkifacke eomeimarasdbaarpapmend
r qual quer sujidade visz2WPevemassupereparadasreehtirofsi hs¢
a 8rea flex2vel e esfregg&lateopeprfesgievebmmMumal 69cepoatan
parte enquanto esfrega2pgatagaseseguiastgueamenodasemssol u- «
©ncias s«o | impas compl etamente submersos. Accione
o0s instrumentos e enxag®érabaerdmht ement 608bpBcto do deter
orrente durante, no m2ni mopetfésipsg) RMEPhieOSMPPPOESAE dura
al aten-«o0o a canula-»es ®iogUippzeUtimhi 2erUumgacpapsa de ceé
r qualquer S§rea de dif2cPpfaregsgsocuidadosamente os instru
e 0os instrumentos, total @WP¥'985@E998§ Ofufgtritos viszy
e -sdoen sulctorma sol u- «o de | i nmp eSS daec cGiTofneC Itlp g€ Ss0. Preste e
as m-veis para permitir DELHUPENLPFe ARBULAAPE Em! i Mpe cc
to com todas as sspesfosPBEOPMNORPE. AqgHtltZfp-«0o de um ap
mentos durante, no m2nimU!t56°_§123_§1rC§) ahiyfpirod | i mpar compl
A uti i a-«0 de uma seringa ou | 8
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irriga-«o de 8reas de dif2cill asesso»es qdailkigmeezasupesifAftees«o
com acoplamento pr - xi mo. 1T Os sistemas de | avagem/ secagem al
3 Remova o0os instrumentos da solufreoomepnidm8@8bbscaomoenx &glseoem®t odo
§gua desionizada durante, no minsmopmemt &) cimir laugocos.
4 Coloque o0os instrumentos no ce$Poddes8uand i hmrzaiusnteamma aet om8ti co ¢
|l avagem/ desinfec-«0 e processedaoskgongmedéouin ti mpezpadanraal
do instrumento de |l avagem/desqoEeenseruenPascOMetemSser devidar
mzni mos que se seguem Ss«oO esseamesSdaaéatemaHk@p@éapara gar an
desinfec-«0 profundas
ESTERI LI DADE:
Os componentes do sistema poder «o
1 Pr®avagem de dois (2) minutos com gogup«da e grnnet id ifgiaad o s .
2 Pul veriza-«o enzim8tica de vinte (20) segundos) com 8gua morna da
torneira Produto estOerpirIoidzuatdOO'esteriIizado
] ] uma dose m2ni ma de i rk@y. aA «Ac gmend
3 Mergul ho enzim§tico de um (1) MM,y recomenda a reesterlliza-«o de
4 Enxag¥%e em Sgua da torneira frip @@bpuli A0 0 565)e 5dBK@JsS (x25e a embal age
_ 0 incidente deve ser notificado -~
5 Lavagem’com d’etergente de doi s ZS)erlmnuJ{qqIctzna@guaed@et\pénegé@ devol vi do
mor n a6 ¢ Aa/|115406A F )
6 Enxag¥%e durante quinze (15) seg nF?.ipsdcuvtno§gna<odaeSsptte/edirI@imzpardwssament e i
Enxag%e com 8gua purificada durinctemd}c_:eze(slto s:aglunzdaocsjoco Obrnec—I do _numa
! cante 0p e6i 60ANCH-1154068 & ) d me dOS os i mpl
P ser considerados n«o esterllizados
8 Secagem com ar quente durante sethhosmi fn|an|ut@.snt(QBGAdZBZALOKFFﬂ i za- «o0. Os d
foram validados util:i ando os parcC
Nota: Siga explicitamente as instru »aeﬁaqoxbabr'éemanttsdem ristbtémefwbq é‘Fn{eaHte c
agem/desinfec-«o colocadas correctament e.
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P A

Port uighRiT s/

GE

M®t odos de esteriliza-«o
. AF7017,-080F -0A3TM -5AM0;05/0P0-088@-0885; 80
fConsulte as instru-»es do fa 03890D890,089®-0808-084@D808D801-1520-158 4k
obter I nstru-»es sobre [0} est 8005860850®-0890-089@B-08g®-088M-088a
configura-«o. Estes tabuleiros foram validados de
1T Siga a actual nor ma AORN APr 8§t 3 RECUMENTUJUd o ar a d
Esteriliza-«o em Defini-»es de|APF &t jacea dpedejs bqpcamantt orfogogdreavingpde
nor ma ANSI/ AAMIGEBITZ 9abrrdrndent e [da
esteriliza-«o0 a vapor e garant ["4'%Y%d 2% 8P iPfPdade em instala-»es
de CUId_ad_OS de sa¥de. Condi - «o: Acondicionado
TA esteriliza-«o flash n«o ® re da,
s- deve ser efectuada de acord{Temperatura de e}13%€ (%70
ANSI / AAMI SiTGud:a 20rldbngent e da es
e garantia de esterilidade em inst|Tempo de exposi-q4 minutos
Tempo de secagemi30 minutos
ATD001;6 70R 0 -C7ATO2-60Q@2/-6a0@3,-MATD/-WOQ2/
ATMO003, -SADD /-30@2/-7A023
Estes tabuleiros foram validados de
Autocl ave de deslocamento por gravidpde:
Autocl ave 8gamp: pr ®
Condi - «o0: Acondicionado
Temperatura de ej13€ (%90
Tempo de exposi-q10 minutos
Tempo de secagemif40 minutos
®
PKGAI&K Effez@li¥®e 06 -._ acumed



I NSTRU¢i ES DE ARMAZGENAMEaNT Oe m
|l ocal fresco e seco e manter af a
directa de raios sol ares. Ant es :[1: Consultar as instrpu-»es
a embal agem do produto para ver
adultera-«o ou contamina-«o0 por & Cuidado
0s mais antigos.
g Esterilizado por oxido de e
APLI CACEsO:es materiais cont°m in Esterilizado utilikzando
sobr e produtos gue podem OoOU nNn«o
qual que pa2s particular ou pode '>__< Data de validade
abrigo de mar cas comerciais dife
pa2ses. Os produtos poder«o ser Numero do catalogo
autorizados pelas organiza-»es r
governamentais para venda ou uti Codigo do Il ote
ou restri-»es diferentes em dife Representante camdmir-i zado
produtos poder«o n«o ser aprovad P )
utilizados em todos 0s pa2ses. N dade Europeia
nestes materiais dever8§ ser inte ‘ Fabricante
promo-«0 ou solicita-«o0o de qualqg
utiliza-«o de qualquer produto d ey Data de fabrico
que n«o seja autorizada ao abrig
regul amentos do pa2?s onde se enc . N«o reesterilizar
| NFORMACI ES ADIP@Ir@NAloS:i ci tar ma Neo reutifizar
adicionais, consulte as informa- Limite superior de| tempe
neste documento. Aten-«o0: Apenas

At en- «o:

Apenas

par a

ut il
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