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Ankl e Plating System 3

care instructions are contraindiceaé
gevices are not intended for scr ey
posterior elements (pedicles) of t
spine.

DESCRI PTTIh@N:Acumed Ankl e Pl ati

rews and accessnoP MPeXsANTTh%ATEygllt'ﬁeun:C%%sﬁﬁﬂ%ssii”&pnleadnttso a

bone plates, sc ) )
provide fixation for ankl e frac”laudeesc’flnccolmﬁbel nc e tPTeBs Tl Ny U !
tibia and fibul a. a0y plevT ASTM 136"

| NDI CATTONSAcumed Ankl e Pl at.i nSgURsGy'sCtAé-m'é\‘SWPEﬂQH‘Eé SPECI FIIhGATI O
orthopedic implants with the fdlnlsotvﬁlur{rbentnsdlcaetlnbans of various gt
T Lateral Fi bula Pl ates, PosterollarqI ran] Falbul Fylmers levaluated L
Posteromedi al Di st al Ti bia Pl ates, Posterol ater al Di st al Ti bi a
Pl ates, andGIMeddd afl adnetsi are ihMBhANTE FNFORMATFQGRYBEOBI U8Ecal di
fixation of fractur-esioonstebtlonies, thendimens of i mplant appliar
distal tibia and fibula, parttiycowel arndy siin eo sttheadp doreiset bmereed.s t he

9 Hook Plates and Locking Peg HIRP LRt 0ds ade f'nrt”bnsoeeadt'fnogr wi th
fixation of fractur-esionst eb tPsn¥a le'BC'"j‘a'nnd'snotnhe earned intermedi
bones, including the tibia ard & iPAtIieNt, the |mportant medi cal

document should be conveyed to t he

CONTRAI NDI CAKolnGNSai ndi cati ons em ar

active or | atent infection; sep5|RsG|C|AanuP/foT iU qda’\ththNwTJONqua

bone: and soft tissue or mater il dIst s"é’rmsel ttiSy iPtryp Vi de dmaii & thi F(h i Se Py

is suspected, tests should be pPerUiSPmhe®d prior to implantation.

Patients who are unwilling or incapable of following postoperat:i
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f The user must refer to the inhberpmestbsliaphebftohdetdevimcreor t
whet her the instrument is sihgkatuse andfeusbabbeenbnggl etuses,
instruments are | alwesleédd syimblhohbheassdognotr t+tead bearing, particul a
described in the Symbol Legendcseasiedn| obhdsodue to delayed uni

f Single use instruments must Beabjisearasd hheePOaSEPhyi Yusé.ne

f Reusable instruments have a FPmF{EHerlFaégéﬁ?'PHng ooéPI:I_he P
after each wuse, reusable insPPLUMERTL s Mhgit BeWPﬁgg ctggt ailur
where applicable for sharpne’sQSt&vggFfoagmggg,CBP g fhe i mpl ant
cleaning, corrosion and |ntegmp{§n f "¢ € Hggcpf ortion and/
mechani sms. Particular care b{)g Huggigggdrfi '89&9 P#Cpbmf"?ﬁ;
sits and instruments used ton) FOPILABVEPLEphLARESLREELATARLYS

MR environment is unknown Scannin

SURGI CAL TECHN MQESa l techni quegeyiacees anvadyl lraebsl@i mi hapapiedtuct sj b

describing the uses of this systgmed!l bndsdeberiesgonsi bekimbyoof h

surgeon to be familiar with thegobpetadinve kefinieausaevafl utah e v us

products. In addition, it is thkge@sworsichiderbyen@f MahR®alSUIrI AMPghe

familiar with relevant publicabévonss:an@diicedis udnt. ®iiotmhdiexp eRr s ean cle d

associates regarding the procedure before use. Surgical

techniques can be found on thesfReMEALWe NSTREMENITUNWA RN REGEe f f ect

of any Acumed instrument, the surg
| MPLANT WARKRONGSafe effective iunsSet roufmetnfe ithgl mgt hod of applicat
the surgeon must be thoroughlysStHagmicrhrt@chRi 6HEe.- i mpPhARtmMephebre

met hods of application, instruimbffyde HdAAMagRe FABoMMEHHeWwhen an i

surgical technique for the devP¥EE€S$h¥edborede. | §XABFESHESi §REBIFO

withstand the stress of weightuﬁéﬁiﬁﬁg,edlééé-bé—ﬁﬁiH%F'Sﬂteﬁﬂé'éésp

activity. I mproper insertion oWrthéeng@edsctodtuhengi skhpl ascacianed

increase the possibility of | oosening or migration. The patient

be cautioned, preferably in wriMPRANTAPRECAUMEIONSEant i Bintadtii qresy.,

possible adverse effects of thpspeimplbanttréthese maythave ctrehtvd
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S5 Uo T —

ADVERSE

ce failure. InstfuméntsGshall be inspected for wea
0O usage. Protect i mplants against scratching and

stress concentraitmphantaglimeladampgs s Aaioludrde .n oBe nbdé nrg
e times may weakédpesheoteviecoemmpoadcoledanieagdofoi mp
ant fracture andl fmal potes. pRbeirdg &i mprdnthave not be
m di fferent manubacomeessoiil ednoshpetdmmenpeadcessed
mechani cal and fvanet hgealk Peasansi ohBe benefits

urgery may not mglshhe iRatiagnipgs o?xﬁ%%tqtmpqr}ﬁwt%r

S
ate with time, necesgsgiplahitngGoim@e% D THMI&akY Wi th o
|mp!ant or to carrytqgtsu%lteornqadtltve Fhrc(hcea%urb%sdwy £

urgeries with |mplant%saerqjerq,qtceur(csqﬂbmorhas been reproce

facility who has received appropr

NSTRUMENT BRBQAWTIuGNeS such. Cleaning a SUD after it con
struments shall nevemlw®dr ®usdd . SsRreeCionN$Bs i §tutessaLprC
eated imperfectionsyg pehinoh war la;ad mpd a;mtdevi ahe surf
otect instruments agdiamatlgesC i antpd Minn & &md unidc kbiend.i sTwae
entrations can leadgqiygelfdi Ishio®1 d wear appropriate per

(PPE) .

EFPBGTSS:bl e adverse efffeaqgtisugdkeespPadahbuld be qualified per

di scomf
damage
trauma.
activit
excessi
mi grat.i
histolo

o =~ 0 —*O0

abnormal sensati @vy damdtenorfve rafli nd nfgt atnids cwempet er
the presence of annnicmulsante ®f d¢we rteqts wpildalabl e g
re of the implant hmapiaatumpodigiteg excessive

onged loading upggntBe gﬁgbggSIhﬁcomplete heal ing,
e exerted on theEimPIant du§i?g nseE¥|?nb ImRIant
or | oosening may SE?BFnen&Ieﬁ P ePéfF £ y rusn, ne
allergic or advefl §8& {fﬂel& 65889 r&’ét%ngnbﬁeguﬁtl‘r’h
ion of a foreignlhdePRir®l ams&p! ddd em. UNd MBe WRF Mg d fatF
necrosis of boneCdragede FOddOpt itd®, eNeymadii & &1 €
inadequate healindNafdy acddygier oisr JRcoommepndadd pde 1
due to surgical trauma
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attention to the correct expo

guality, and concentration.
2Carefully wash the implant mal p gasn 2 Cold tap N/ A or
abrasive cleaners on i mplants |

. . . Enzymg Neutr a enzymati
3.R|n_se_|mplant thoroughly W|_th Wasyh 2 Warm tap pH O 8. ot
purified water for final rins .

. . W h 5 Warm tap Detergent| with

4 Dry the implant udiree |l oltdan as (> 40AC pH O 8.
scratch.lng t he su.rface. - , Warm DI o A
Ultrasonic Processing Inse water (>
Equi pment : UItrason?c cleaner, Dry 40 90AC N/ A
neutr al detergent with a pH O o NUT € UT T T asuonmT c CcreanriTg may

cause additional damage to implaatsumaat AR huengends nlgrf satcreu shemh ge and
1 Prepare a solution using warmm't'%rp atehonpaudlbyeslgeraneg rbefore
cleaner. Follow the enzymaticP@l@Wner or detergent

manufacturerds recommendati onWafoirngse&pByéanguici ose

attention to the correct expogpeceoht@mi nhemparatufreuswdl erinstr
quality, and concentration. should occur i mmediately after coc
2Clean implants ultrasonically popcadmiri mDm obHt 18]l mMbwutrtest ami ns
3Rinse implant thoroughly with bP Srleéﬂff‘ﬂfeﬂeﬁléPE?SSU§9 DEXEESS

purified water for final rinseWiped off to prevent it from dryi
4 Dry the implant ufiaeg alotbah'ﬂ)é\bflbpéﬁfﬁtsr‘ow_d _be qualified per
scratching the surface. evidence of training and competenr
Mechanical Processin inclusive of current applicabl e ¢
) .g. hospital poIi es.
Equi pment: Washer/disinfector, rbeutnroe%l u zymnew%tlc cIe r}sesr oc}rscour
neutral detergent with a pH O 3 ? .
‘clT'eaning process.
fTUse cleaning agents with | ow foar
cleaning in order to see instrume
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Cleaning agents must be easilyattpaetdohrom hastdrumeneachoareas.
prevent residue. cannul ated instruments and cl ean
Mi neral oil or silicone Iubrchht‘§hsh59fdeﬁ8958€ GBEHNEA, AEQ Mk E
instruments_ CreVICES W|t COp|OUS amounts
Neutr al pH enzymatic and cIeanPHé %?X.n?g'%r SPEBBEhQﬁdgprface \é
for cleaning reusable instrumeht ' £ Pg! eEKIOFmb ?tEHE ghG an
al kaline cleaning agents are tﬁﬁ??uaﬂp}/sﬁgﬂ rg Pzaly"r ﬁﬁerwh%gda
from instruments whi T e“scrtu Ing to ensure tha al
Surgical instruments must be %'BF@BVFPBPSUbHPgereBF%v@ﬂg ésjg?.e
formati on, even i f manufactureg’giﬁépaﬁ[gﬁsEFaﬁguggé éngs/éing(ramtr
steel . !
areas.
All instruments must be inspected for, cleanliness of urfaces
joints, and | umens, proper fu‘h'é}?ﬁﬁ,tgﬁd!Wgﬁ\:u?ﬂﬂ_t§eafubt¥o§u'?g
sterilization wi t cleaning solution. AcCctuate 38
. ) de_tergent to contact al] surfaces
Anodlged alum!n_um mu st not come fngy %Ph?ﬁﬁhmwb?ht‘éﬂrﬁﬁb?‘ mi nut es
cleaning or disinfectant Iuégons. Avgl .stlglonﬁ1 a{ al He .
cleaners and dlSlnfectants or '8[“8%’?0}1 ec?E? [ H gg PoBlfel ! NSE
chlorine or certain metal saltg‘!nkmg@,ofn_ BEﬁtﬁ sm{/vf]{’bseoé'l-lo(/at
above 11, the anodization Iayelf“ﬁm?J EFQEOIOe. e rinse stream.
. . . . cannulations, and use a syringe t
ual Cleaning/ Disinfection In%trrel.é%tllons
Prepare enzymatic and ecdielantiingn gged@ts AhstPEmUS€s under nor mal
temperature recommended by thevlng Hiactyrer. Fresh
solutions should be prepared yvp?n exi%}ing sPIutions become
grossly contaminated. 'b VI SI e oI I's seen, repeat t
Pl ace instruments in enzymat.i asglvﬁiion until compl et el
&IS; e e e ] B g iém he i
submerged. Actuate al/l moveab g EQVES £ 6 3F|8‘ﬁ aé éFg h t b
contact all surfaces. Soak foraQ Al REMELmMm BPNERE {x”é?z&?’jpe
minut es. Use a nylon soft bristled brush to gently scrub
instruments unti |l all visible debris is removed. Pay speci al

-} acumed’



Combination

Cleaning and
l1Prepare enz
temperatur e
solutions s
grossly con
2Pl ace instr
submerged.

contact al |l
Use a nyl on
al |l visible
reach areas.
instrument s
Use of a so
Using a syr
reach areas
3 Remove inst
deioni zed w
4 Pl ace instr
process thr
foll owing m
cleaning an

Manual / Aut omated
Disinfecting Instr . .
ymatic and cd ielawnti inog 1 Two (2) minute prewash with cold tap ws
recommended by thgqg 2 Twenty (20) second enzyme spray |with hc
hou!d be prepared ¥V 3 One (1) minute enzyme soak me
taminated.

. . 4 Fifteen (15) second cold tap water rins
uments in enzymat.i
Actuat e al |l moveabl 5 Two (2) minute detergent wash wittdh hot
surfaces. Soak fof ( 686 AC/IIIS06AF) es.
soft bristled brug 6 Fifteen (15) second hot tap wateers riunst
debris IS. removed. 7 Ten (10) second purified water rairngetwg

Pay speci al atte ( 66 AC/115406A F )
.and clea_n Wlt.h a.n 8 Seven (7) minute hot air dry (1]06t/5\%/:24(
nicator will ai d i ment s
inge or water jet yNote: Foll ow washer/disinfector manufijagtyyrt
and any closely mated surface.
ruments from enzymausomatéonClaeadnirngspbi $innfecti on n
ater for a m'”!m“mﬂﬁﬁtﬁﬂ‘lﬁtéa)WE‘SH%P?dryer systems ar
uments in a suitablenwgsbBeeantingi mbenbdrfbasketrghnodl
ough a standard wagRAr 44t damAf{6At O sE¥m! MayTHhE used
ini mum parameters ampenpngsserikahi hgr thorotugh
i i nf i n
d disi ectio filnstruments should be thoroughly
to ensure effective cleaning.
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STERI LI TY:

Prevacuum Steam Ste+|llzer Par amet
System components may be provi ¢ ) 5 ' -
Tray Case Part |8@2340 a28480
Sterile Prediuce: product was ex|Condition: Wrapped?*

dose okGeY5g&mma irradiation. Agd
recommend resterpackageadnpoddsda -
packaging is damaged, the inci EXpPosure Temper 27% (32

Preconditioning|3

ned.

The pI’OdUCt mu st not be us ed arExposure Ti me: 4 minutes 1.

Dry Ti me: 30 minutes
Nofsterile WPnlodustcl earl y | abel - - -
provided in an unopened steri.l Cooling Time 30 minutes al l
implants and instruments must be considered nonsterile and
sterilized by the hospital priomltuesude, this table reflect the 1
f Foll ow current AORN nRecommen"i'j“e'Ei ?’Y%cttrl]%erse l(')'red Sterility Ass
Sterilization in PerloperatlvzeO@ %‘étﬁ%%ys‘@‘t&ﬁ‘n%'s'o %"ﬁr(:it%N%ll?cAQ\ﬂ/ll
ST79: 2CdMprehensive guide to $OO®AMNYt éidimei AgsSicém bgsdthe validat
sterility assurance in healthag@drprifacitoethandling. This interyv
fConsult your equipment manuf a ?%r,teilj%sp(fv‘?Yi?tenorl‘ngftr%%?ﬁ%W'sn?B'ro
specific sterilizer and | oad %(ﬁtf'i%rﬂjr%t‘cigo instructions.

. . .
T Gr avdiitsypl acement steam sterilizaUtSi Fril Sit L Med s -sehzedaTH nsoeeto@.m'FDAat'
fFlash sterilization is not recommended.

-} acumed’



STORAGE | NSTRWBCETolr@GNS:n a cool d
and keep away from direct sunl
product package for signs of t3g . ] ]
contamination. Use oldest lots :E Consult instructions for wuse
] ) & Caution
APPLI CABIThleBY¥: materi als cont a
about products that may or may Sterilized using ethyl ene oxi
particular country or may be a
trademarks in different countril I[STERLE|R] |[Sterilized using irradiation
approved or cleared by gover nms =
organi zations for sale or use - Usey date
restrictions in different count ReF
approved for use in all countri Catalogue number
these materials should be const
X . . LOT] B h
solicitation for any product or .. ate code in
a particular way which is not 3 Authorized representative in
and regulations of the country Community
|l ocated
‘ Manufacturer
FURTHER |NFORWT”@dNUeSt furthe (Vv Date of manufactur e
materi al , pl ease see the conta B
document . @Q Do not resterilize
@) Do neutsere
»ir Upper | imit of temperature

Cauti on: . . Feder al |l aw restricts this device to

-} acumed’



Ankel skinnesystem 3

instruktioner efter operation. Di s
til skruefastgBrelse eller fikseri
(pedi kl er) af columna cervicalis,

BESKRI VEASEmMed ankel skinnesyst ¥ml BRI AGESHHREC & KATI ONER FOR | MPL
knogleskinner, skruer og tllbehlmplasf‘ytsatteerﬁente e ffrreenmsitii il ettt taif) Ky
fiksere ankelfrakturer, herundeSTM Fibi7uredr er dilstidani umlgiggerdg 9 jip

| NDI KAT I: ONE Re d ankelsklnnesyste'\flr‘IA‘T?aEFi'nAd'-eﬁﬁ)HEd(é'FlKAT|ONER FOR KI RUI
ortopbdiske i mplantater med fBIgNeSToReUMEn'\'dTPEﬁRélrludnr?é“rter“e er fremst

il Lateralseklfnrbajrlapostesrkalnanteerralf tb tIEr af rgsltfmt st=l, al umi
posteromedlal—sekldnlnsetra,lepotsnbelraoWaEera'l 8mg?a'l ! Ptet.
tidskanner og -gleiddkeaheeanter beregnet til at
fiksere frakturer, osteot omi &rMPogA NnTaAnTgOPenYdSeN | NeG EifRy godvro BiR ddGi:ssk e |
tibia og fibula, specielt i olstmeonpdminsek kreodglPen.ser stBrrelsen
1 Krogskinner og krogskinner méd Nuidegi ke lerv Pd dree fredt tty|p|e P9 st
fiksere frakturer, osteot omi eoratdge”rﬁaenngsl ebned‘eovheflolrngtepr itidmasnir
knogler, herunder tibia og fitddisd.rPkkelig und ersthttelse Seln
mel |l eml ed mellem virksomheden og |
med|C|nsk oplysninger i dette dol

KONTRAI NDI KAKIb@QNER:i ndi kati OnerOPLOYrSNﬁ}f\I% m M E

. U GIS E
aktiv eller | atent infektion; IeI\PSSTRsUMEUI\bT?ERStnrs kr mengt eml:)ngdaR IKIﬁ_|
kvalitet af knogle og bl Rddel e; ys rv'barlee tv.e| eBnI Saonmhsebdru |
der er mistanke om materlaleover fflsdmhedq sk a’l der &t e't9a 9
test inden implantation. Disse aan'rucgnel"neg”erskef'j‘rI kkoonnttrraollﬂoel ceer'entstf"oL
patienter, som er uvillige-eller auo‘JeB £f Oty o d Sttir|u meen tred| e ptl'e|]

fl ergangsbrug. Il nstrumenter

-} acumed’
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frembragt skrBbeligheder, som kKen tERyéedes!| j mpt aanatdonngénhesvige
I nstrumenterne skal efterses fotRddet agekadkel er kracksgdiremteikd®mo,s buw leWd e
Beskyt implantaterne mod ridseel bgrhakkéstrBkdehng heling kan sk
koncentrerede belastninger kanimBpirantialt eVigt. ebDeki kangsskRkkeaun
anordningen hvis skinner bRjes flere gange, og det kan fRBre til
brud p- eller svigt af implantatet] kBrygti d. Det anbefales ikke a
bl ande i mplantatkomponenter fra forskellige producenter af
metal l urgiske, mekaniske og fUﬁ%hb@??hbeagrlhﬂpﬁﬁwthﬁtEQ@LﬁnﬂelNﬁg
implantationen opfylder m-ske hklifeRabhpBigne ' PkK@”F@hB%?Tng
de kan blive mindre i tidens |Q8bepg|  BOAYGBRALBIRE &1 ‘Héb%'g?@%&ke{ekhrr
for at udskifte implantatet e'ln%h HP'f%T%v%kt?{ﬂi‘hﬂh\ﬂ%eba,ggﬁgl be
Revi skiomnwsr gi i forbindel se dAidrr\}paIrasr]teart er efrorihkokldsre |
usbhbdvanlig. 9 gl er

T1I mplantatet m- i kke resterilisere

med kontamination (f.eks. kont akt
FORHOLDSREGLER VEDRIT RENDE KlRUR(ﬁlr%|§'§vbsker/blod), medmi ndre engzé
I NSTRUMENKTIErRUT gi ske instrumented:; td lpefhOhdyNtsP5¥9en autoriseret
m- aldrig genbruges. Tidligere &ldgksethyieTE ekan haye fBrreeinqute_ R e
skrBbeligheder, som kan f Bre t"e’ngaatng%'b%roqrbinr?%egn e%‘fegtfk nt B&g K e
instrumenter mod ridser og hakkeurd,ggqaesf—t-qeq.rbréq.'alﬁcaqqq]rbtrerede
belastninger kan fRre til SVIgHTAnvend i kke et implantat, hvis oV

Beskadigede implantater skal k as s
Bl VI RKNI MGERge bivirkninger erﬂBsrn&egretreer,sktélpelag,geebggéende person
fRlIl eforstyrrelllsermr h)lgf&dwcéelv&skadegr Ip—|egrruunde aef K vbhre kvalificer
tilstedevbrelsen af et i mplant tﬁo({lulmé;rntsqor%etfrgleéjél af_| uddannel s.e
operationstraume. I mpl ant at et kfbndfrna}]ketllzreeres BT %rlfnaq aef f " st%
aktivitet, | Pngerevarende belastr?i r?gb afOI irﬂplé( t atdn, qulgdagt.lfrﬂdji
heling eller p=-fRBring af for stosrtantrarkeﬂ—-oigm Iogrpt'a{taétSpquder' i“ifd
Der kan forekomme i mpH alnstna tnngi.g ﬂPS(langSFér'Fjéfng
forekomme overf Rl somhed over fbddsmgtal BlBdsb8regeskeeetralt enzy
allergiske reaktioner eller reakutonét oeaesemoldrdddt Sned mmedpéelge me
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1 KIargBr en oplBsning med var mMekamidskrkelhamahi og et

rengB+eildges rensemiddel . FBI g drsuOySra-n WeassikheP 8 6B rf hgsapparat, neu:
producenten af detelelnery nmaen gskrginw @NFiedhd &ldel el l er neutvrbalds, Bense
og vbPr meget opmbPrksom p- den korrekte eksponeringstid,
temperatur, vandkvalitet og Kk
2Vask omhyggeligt implantatet
el ler skuremidler p=- implantaj| Forva 2 Kol dt vand I/ R
3Skyl i mplantatet omhyggeligt Neutralt eh%@®mdk.
Anvend destilleret eller rens{Enzymy 2 Varmt vand [rengBringsnindydel
4TRr implantatet med en ren, b en PHrdE B/ 4
ridse overfl aden. Vas k 5 Varmt vand Rensemi dde|ll med
Ultralydsbehandling (ARC) | pwbrdd ®
Udstyr: Ultralydsrenseapparat, | Skyln 2 r\’:;_g“étdf;\;:& /R r
rengRBringsmiddel el l er newhmdil t . -
08,5. Bembrk: Ultralydsrensnin TRrri 40 90 AC /'R ader
p- implantater med'en beskadi ggbngrefhhad®: i mstmwmeentteer: og til b
1Kl argBr en oplBsning med varmpacymed $kK& hprereROEs eémhyggel i gt f
rengRteilngesr rensemiddel . FRI g gbyreUr8eSnasnsvtieSmiimen ds€eN nfefrd@ nedenst —ende
producenten af detelelnezry nraetn gslkrgi q@anglleqaqelo forholdsreql er
og vbr meget opmbPrksom p- den % ekte ﬁ%sponeringstqldr b
temperatur, vandkvalitet og ﬁPFg{“iﬁ gestngmenté&r e er ti €
. . a ske umiddel bart efter ful dfr
2 RengRBr implantaterne rmerniutuﬂerra‘ylgglregnnggh 1Rke kontaminerede i
3Skyl implantatet omhyggeligt medngBsihbglereerekbhanhdienget Braade
Anvend destill eret el l er rensetovand ftolthdaareidatedekyli AdOGr r e
4TRr implantatet med en ren, bfRAd| efBraberekbudlfopratkvadonriakr
ridse overfladen. dokumenteret bevis p- uddannel se
Uddannel sen skal omfatte gbPl dende
samt standarder og hospitalspolit
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kanyl eringer, o0og brug en sprB4RAaebtihgatnskyubumenabdreesvben egnet
tilgbngelige omr-der. desinficeringsindsats, og kfr den
6 Efterse instrumenterne i normape§éﬂ§/§ﬁ?h%ngép)’kbhhssyﬁ)ﬁl6{3|gend€
smuds er fjernet. afgBrende etydning for grundig r
7Hvis der ses

synligt smuds, g
ultralydsbehandling og skylni i

8Fjern overskydende fugt fra i
absorberende, fnugfri serviet., 2 |[Tyve (20) sekunders enzymspray med varn

Instruktioner I kombineret 3 Et (1) minuts iblRBdsbPtning med et enzyr
manuel /automati sk rengRBring og

1Kl argBr de enzymatiske midler

H 5 To (2) minutters vask med renseni | C
fortynding og temperatur, som (Sacic) Hear) 5449

1 To (2) minutters forvask med kol|ldt vanoc

4 Femten (15) sekunders skylning med kol oc

kl argBres friske oplRBsninger, nger
bliver mar kant k ntaminerede. 6 Femten (15) sekunders skylning med varmr
2Lbg instrumenterne i en enzymg 7 |Ti (10) sekunders skylning med relntet v
dbpkkede. Aktiver alle bevbgeli smBremi d-6@@IC/ (1BGEAF)
rengfBringsmidlet komme i kontia g [syv (7) minutters tRAGC/I2AG) med varm | uft
dem | igge i bl Bd i mindst ti 5 - Fel y - . i o . §
R - A empr : g n ] € I ns ru 1 ner ne ra. r o L
non_anrste til forsigtigt at desinficeringsapparatet i PT o
synlige vbvsrester er vbk. Vb o.-...y u,,....—.“au... v 1<
tilgbngelige omr-der. Vbr sbrli opmbrksom p- ventuel |l e )
kanylerede instrumenter, og r'erh%%rrl”ﬁ‘e'morm%rd 'enalbta% Pahiggk renglri
fl askerenser. Bembrk Brug aff®etubnbaefeatdsappbhket avti bRbgeésagter
grundig rengBring af instrumenstsem. dBnugnattenrspgfRBjtegemkeende t
vandstr_—|le vil forbedre skylnqeg alitomBRtt ski kgbneaml ke amueddEes
og tphPtsiddende pasflader. behandling efter manuel rengBring
3Tag instrumenterne op af enzymoppbkBsomBaeBrnedsklY!l ee®rbes grur
dei oni seret vand i mindst et (&)kmenetfektiv rengRring.
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STERI LI TET: Prbpvakuumparametre fdr dampsteril.i
Systemets komponenter | evsetreersi lgent an et ar il o L1l ar ilklka
Bakkevari:enumre [8@2340 &g 480
Steril e pStodruikterprodukter har|Til stand Indpakket
_mlnlmumsdosk@y pgﬂal_ﬁrﬁglﬁestr—-llng._lndledende vakuls
i kke, at man steriliserer ster.i en Hv
den sterile emballage er beska(Eksponeringstem13Z (2FrDO0) ettes
til Acumed. Produktet m- i kke ‘Eksponeringstid/4minutter toil
Acumed.
TRrr:etid 30mi nutter
| kise eri |l e pAloldakitrepl ant ater og/AfkRBl#ngstid 30mi nutter
betragtes somsverehdeogk&kal steriliseres af ]
hospitalet fRBr brug, medmindreVthaf_dt'yeorenleithdeernﬂrﬁ‘brtkaé)te|so’ﬂlrﬁSID'E‘J|‘5‘r
vbrende sterile og leveres i .eMalLhgRreets @fiﬁtPQl@HPn%eer"K&E’iﬂhég
TFRI g de gkl dende retningslinjgeiAlf)r‘a fA?)rRN?dnﬁfR%c%tmm%% Ié%dmed alll_e
Practices for Sterilization i A Igglji'_gégérlétie@fe lgrsﬁkétjivc?é det vall
Settingso (Anbefalet praksis tf%rr:j%tt'e_?rl‘i%%rirrzﬁ@ i_'lrﬂ)%tr?ro:prég'at??/ttt
miljB), og ANSIV Q@AM r SHg®s i2V0ed ??u&%riag ]?9 un gﬁe se a ontami
steam sterilization and steri ) %Js r%n%%'tin 'h%'ajrth car e
facilities (Omfattende vejledning i dampsterilisering og
sterilitetssikring p- sundhedsinstitutioner).
MTSe producentens trykte instruktioner for at f- specifikke
oplysninger -om st &nmginliingatkemfi guration for dit
udstyr
T Dampsterilisering med tyngdeforskydning anbefales ikke.
T Uindpakket dampsterilisering anbefales ikke.
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OPBEVARI NGSI NSTROWDle@MNE R:s
og tRBRrt og vbPk fra direkt
for tegn p=- manipul ation
Anvend de Pl dste partier
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i arembrker i

af

«Q
@

D OO0 Qo ~+tQ d® —
X ®® O ®«Q

oo~ —x—

—(D(DB—'ﬂ-—rx—u.—ro>
o
—

T-—1 X0 20 —~0T =2

» _
® —~+o® *+~0D

YDERLI GERE OPL YRSANl NYGE®R: | i
materiale henvises til k o
dokument .

Forsigtig:

e
e
f

er

|
R

s
I
r

D D DX D Q.

(7]
5 =

-

|
:E Se brugsanvisningen
& Forsigtig
F Steriliseret med ethylenoxid
le Steriliseret med bestr4ling
| E Anvendes inden
Ir REF Katal ognummer er
| Batchkode
€ Autoriseret reprbsentant i E U
‘ Producent
d [ Fremstillingsdato
@ M- i kke resteriliseres
® M- i kke genbruges
,i’ ITvre temperaturgrbnse

Kun

ti sionel brug.
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Ankl e Plating System 3

care instructions are contraindiceaé
devices are not intended for scr ey
posterior elements (pedicles) of t
spine.
DESCRI PTTIh@&N:Acumed Ankl e Pl atin System contains
bone plates, screws and accesschMPe{sANTThNBATEy&"tEeun{:aFFSHQiBéSs‘ Bhleddn trsg @
provide fixation for ankle frac”laudeesc’flnccolmﬁhelrncg‘ af'r'ayctpLPrrees Lo ft agny g
tibia and fibul a. alloy per ASTM F136.

| NDI CATT@ONSAcumed Ankl e Pl ati ngURGIsGAdm | NSMRUNERRY L SPECI FIIhGATI O

orthopedic implants with the fdl”lsotvxflurfrbe”tnsdlacraet|”bandse of various gr

T Lateral Fi bula Pl ates, Posteroluarq'erarq Py ulpolr_ylmaetresslevaluatedf

Posteromedi al Di st al Ti bia Pl ates, Posterolateral Di st al Ti bi a
Pl ates, andGlMedde aF| aAtnetsi are i hMRhANT KFNFORMATKFOGRYBORBRI OU8§Ecal di.
fixation of fractur-esioonstebtloméies,t hendimens of i mplant appliar

distal tibia and fibula, parttiycppwel arnldy siinz eo stthead p ebreisct brereet.s t he

f Hook Plates and Locking Peg HHAAP tRtd0Ns agde fii 7" seeRd NPy Wi t h e
fixation of fractur-esionstebtpshmyaskekc,i aaand sndrhe | earned intermedi
bones, including the tibia ardiefippadlisent, the i mportant medical

document should be conveyed to t he

CONTRAI NDI CKTolnGNSai ndi cations for the system ar e

active or |l atent infection; sepSsURGIl GAnls ufNSiTcR UMEIN Tq u aNFtGRMA Td rO Ng uFd
bone; and soft tissue or mat er ilanlstgeauneeinttisv iptryo.vildfe dmami grhi d1hisse rByyi:
is suspected, tests should be peerufsoarbmheed prior to i mplantation.
Patients who are unwilling or incapable of following postoperat:i
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SURGI CAL

describi

surgeon

product s.

familiar

associ at
techniqu
| MPLANT
the surg

met hods
surgical
withstan

activity.

increase
be cauti
possi bl e

er must refer to the |DGErpmeeibslIabebftohdedewmbaeor t
r the instrument is sihgkatusa ndfeosabbeseBinglestusess
ments are Iah;esleédswlmﬂ)h)lbaa'fsdognor tead bearing, particul a
bed in the Symbol Legendcseasiedn| obhdsodue to delayed uni
use instruments must Beabis8aradd hheePOaSsPhhgl tYusék. ne
Il e instruments have a FPmF{EHeh?&égéﬁa'PHng ooéPI:I_he P
each use, reusabl e insPPEllnSH{smH]ﬁgt BeWPﬁgg cf 8‘ ailur
applicable for sharpne’sQSt&vggFfoagmggg,CBP g f ellmplant
ng, corrosion and integmp{gn f "¢ € Hggcpf Eortlpn and/
isms. Particular care EBE GUhESQNgT P8Pl @ P%C gP‘ PES-
nd instruments used foP Y& fﬂgfn agp N & IBﬁFniﬁgnglo or s
t he nvironment. Similar produ

described in terms of how -t hey may

TECHNUMQ@ESal techni queperadtei vaVv ailliamblc&al evaluati on usin
ng the uses of this syshemMocl t ri Sc. tAe8elerTPOMASIaNT {drt Maghtt
to be familiar with theevwrescedulrleEdief onr eBiosmediah! tRReesag ch F
I n addition, it is the responsibility of the surgeon t

with relevant publicaBuRGs cADd| NSTRYME NW WA RRIX NG Se M & € d
es regarding the procegdurgnhehetumedSensPruthed®l the surg
es can be found on thejAgtmathewebsthe meeumadonebbplicat
surgical technique. I nstrument bre

WARNONGSafe effecti ve tuisses uoef dtahmea giemplkantoccur when an i
eon must be thoroughlyekamsbiae WoBdst hexcmpkbanme, spheds,
of application, instrumennsended uUbe.rd@bemmandedt must b
techniqgue for the deviwceti Mfgeadevbcéehiksrneksdassgnoedted
d the stress of weight bearing, | oad bearing, or excessi
| mproper insertion ofybiantepRee ddtiiong: Lmp! @Waqtl %% v

the possibility of logsg)| ggs0oL PLgLal! Rly Q@ LEPEd
oned, preferably in Wfi%hﬂgtpaﬁoa%% g Fafiu ﬂ%if{}a:e
adverse effects of thygnhbPRIM 3Pt or SSEsgaﬁt'WﬁteBF F
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nicking. Such stress concentratCicrs!l ¢&n | ead to failure. Bending
pl ates multiple times may weaken the device and could |l ead to
premature i mplant fracture andl malpoteClmpangsi mploaudtd not be
components from different manuflaesunetsresomoendecbmmondgdofoi mp
metall urgical, mechanical and foptanbeaapsoeidémdsndmie hre®e Miotts be
from implant surgery may not mbetomeBesphatidnt 6bogkpgebeapronesesed
may deteriorate with ti me, necwashtagsn@ Pe¥cauonopegrgery to
replace the implant or to Carr)ﬂR%‘étteq tl‘?zrbaltiio‘heoRrQ‘heedH‘rm‘?)si-ants <
Revision surgeries with |mplants,mebr|%n ROt oY GO MMA - contact with o
ti ssue contact, such as bodily fI
SURGI CAL I NSTRUMENT BRBQAWTIuGNeS Uuse device (SUD) has been reproce
surgical instruments shall neverfagdlidyseovho PrRresvireesei ytede aPpPg opr
may have created i mperfections, switihch Cd@mnlieogd at SUD ddviege i t con
failure. Protect instruments ag®ilmotd Hdr dti Sisiureg come tnitakiesg r epu ¢
stress concentrations can | eadqtbe fhait]l wse. an i mpl ant if the surf
Damaged i mplants should be discar
ADVERSE EFPBHGTI:bl e adverse ef flddstes sasbophidnwear appropriate per
di scomfort, or abnormal sensati d®PPEand nerve or soft tissue
damage due to the presence of gmiimulsants smhodue the gKwradidaled per
trauma. Fracture of the implantemaydemq;qurofdueati(niq»pgceasqsdi Vc:Ebmpeter
activity, prolonged |l oading upon tche,dieyvd 8 o € oenhptletpp|heca b||neg,‘
excessive force exerted on the |hnbpspa|nta|dur0||n|gC||enssert|o mpl ant
mi gration and/or | oosening may .9 u[.P et sensntlvity,
hi stological, allergic or advergeulaorelrgﬁesga)r/‘gr_eaction resul tin
from i mplantation of a foreignEm8ie@mMERt m&gfbcbutstNefdverygghsone
ti ssue damage, necrosis of bon@eHFernQeFégéﬁﬂfiWh?hnécpﬁ'spssoﬁ-
the tissue or inadequate heali ddPrmpyrrreesulstol futomnt e i mmge svan ane t @aff
an implant or due to surgical trcdwemaer. Follow the enzymatic cl e
manufacturerdéds recommendati ons f o
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attention to the correct expoj{

guality, and concentration.
2Carefully wash the implant malpreas 2 Cold tap N/ A or
abrasive cleaners on i mplant s|

. . . Enzym 2 W t Neutral ephzymati
3 Rinse implant thoroughly with Wa s h arm tap w pH O 8.p OT
purified water for final rins )

f ; Was h 5 Warm t a wat Detergent with

4Dry the implant udirere &l oltdan P pH O 8.5
scratch.lng t he su.rface. Warm DI o
Ultrasonic Processing Rins 2 purified N/ A

. . . (> 40AC)
Equi pment: Ultrasonic cleaner,
neutr al detergent with a pH O § Dry 40 90AC N/ A g may
cause additional damage to implants that have surface damage.

1Prepare a solution using warm R&fpr WHR B AGH®RT ks e Wmegt s and £
cleaner. Follow the enzymaticM¢$teahe rt loar oguedthd ygedteaned before
manufacturerdos recommendati onRe€k¥®W: use paying close

attention to the correct expoWarei mgme& Preenpautttame, water
guality, and concentration. f Decontamofmartéwsnabl e instruments of
2Clean implants ultrasonically Horua mmmediuat elfy 1&f tneirn uctoemsp.l et i o
3Rinse implant thoroughly with BP BPft pahli9Weqo Mtad irn atpsdec I o8 Ny (i @
purified water for final rinselfeprocessing. Excess blood or det
4 Dry the implant ubieg al ot kano 84 F&Fih{ from drying O_nt_o the s
scratching the surface. TAI'l users should be qualified per
Mechanical Processing _eV|den_ce of training and competer
) ) ) ) inclusive of current applicable g

Equi pment : Washer/d!5|nfector‘, rhq)létpriqlalerbzo){mqtti|ecs.cleaner or
neutral detergent with a pH O ﬁ.S

Do not use met al brushes or scour

cleaning process.

T Use cleaning agents with | ow foar

cleaning in order to ee instrume

S
-} acumed
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Cleaning agents must be easilyattpaetdohrom hastdrumeneachoareas.
prevent residue. cannul ated instruments and cl ean
Mi neral oil or silicone Iubrchht‘§hsh59fdeﬁ8958€ GBEHNEA, AEQ Mk E
instruments_ CreVICES W|t COp|OUS amounts
Neutr al pH enzymatic and cIeanPHé %?X.n?g'%r SPEBBEhQﬁdgprface \é
for cleaning reusable instrumeht ' £ Pg! eEKIOFmb ?tEHE ghG an
alkaline eleaning agents are ARFAyBRLy RENNRAlEoEdLEREENRE S
from instrument s.
Surgical instruments must be %'BF@BVFPBPSUbHPgereBF%v@ﬂg ésjg?.e
formati on, even if manufacture&’a¥'f36[n ngﬁ HW nggntﬁ ﬁngg_ mir
steel cannul atidons; an use a syringe t

' areas.
All instruments must be inspected for, cleanliness of urfaces
joints, and | umens, proper fu‘h'é}?ﬁﬁ,tgﬁd!Wgﬁ\:u?ﬂﬂ_t§eafubt¥o§u'?g
sterilization. wi t cleaning solution. AcCctuate 38

. ) de_tergent to contact al] surfaces
Anodlged alum!n_um mu st not comgi him thbf"CEeW'gkiofe Lﬁhpes
cleaning or disinfectant Iuégons. Avgld.stgl n(ﬁ1 a allae
cleaners and dlSlnfectants or '8[“8%’?0}1 ec?E? [ H gg PoBlfel ! NSE
chlorine or certain metal saltg‘!nkmg@,ofn_ BEﬁtﬁ sm{/vf]{’bseoé'l-lo(/at
above 11, the anodization Iayelf“ﬁm?J EFQEOIOe. e rinse stream.

. . . . cannulations, and use a syringe t
ual Cleaning/ Disinfection In%trrel.é%tllons

Prepare enzymatic and ecdielantiingn gged@ts AhstPEmUS€s under nor mal
temperature recommended by thevlng Hiactyrer. Fresh
solutions should be prepared yvp?n exi%}ing'sPlutions become
grossly contaminated. .aboxleSI e ol s seen, repeat t
Pl ace instruments 1in enzymatié’: solution unti/l comgletgl& h
submerged. Actuate al/l moveab -§eg8ygsef‘89§?|8‘ﬁ'aé éFg h mg phe i
contact all surfaces. Soak foraQ Al REMELmMm BPNERE {x”é?z&?’jpe
minut es. Use a nylon soft bristled brush to gently scrub
instruments unti |l all visible debris is removed. Pay speci al

-} acumed’



Combination Manual/ Aut omated

Cl eaning and Disinfecting Instr . .
1Prepare enzymatic and ecdielantiingg * |[TW° (2) minute prewash with cold tap wa
temperature recommended by thg 2 |Twenty (20) second enzyme spray |with ho
solutions should be prepared V 3 |one (1) minute enzyme soak me
grossly contaminated. - )

: . . 4 Fifteen (15) second cold tap watler rins
2Pl ace instruments in enzymatig

5 Two (2) minute detergent wash witt hot
submerged. Actuate all moveabl {666 A G I1si6A F) 8
contact all surfaces. Soak for es.
Us e a nyl on soft bristl ed brud 6 Fifteen (15) second hot tap watergriynspe
al l visible debris is removed., 7 |Ten (10) second purified water B de twp
reach areas Pay special atte ( 686 A C/-115406A F )
Instruments _and clea_n Wlt_h a_n 8 Seven (7) minute hot air dry (1136tA@/:24O
Use of a sonicator wil/l ai d i : - , TR fments
USing a Syringe or water Jet VNote. FO' ow was er |S|nuector manLiaé;huIrte
reach areas and any closely mated surface.
3 Remove instruments from enzymausomateéonClaaadnirhgsbi sinnfection 1n
deionized water for a minimumgaf,i8mhated) wiIsREeiPdryer systems ar
4Pl ace instruments in a suitablenwgsbBeehantdhgi mtebbdribasketgaodl
process thr_ough a standard Waﬁﬁﬁr59t6h5f38t995F¥Fﬂ| FnayTB@ used &
following minimum parameters apgpnesaserteahi hgr thorodgh
| nin n i i nf i n

cteani g and disi ectio f 1l nstruments should b

e thoroughly
c

to ensure effective |l eaning.
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STERILITY

Prevacuum Steam Stetilizer Paramet
System components may be provi od ot ocilo or mwmooetaoriloa
Tray Case Part 8@2340 and480
Sterile Ptrodiukce: product was ex|Condition: Wr apped

dose okGeY5g&mma irradiation. Ac
recommend resterpaéckagednpoddsdt -
packaging is damaged, the inci dExposure Temper|27F (13)2

Preconditioning|3

med .

The pI’OdUCt mUSt I'IOt be Used anExposure T|me 4 minutes j

] Dry Ti me: 30 minutes
Nossterile WPnloedsstcl early | abel - - -
provided in an unopened steril dCooling Time 30 minutes al |l
i mplants and instruments must ?e considered nonsterile and
sterilized by the hospital priomltuesude, this table reflect the 1
f Foll ow current AORN ﬁRecommen‘fi’j“e'Ei ?’Y%cttki'%erseql(')'red Sterility Ass
Sterilization in Perloperatlve @q%‘étﬁrc%ys‘gltrtri‘nﬁlso %"ﬁr(:it%N%ll?cAQ\ﬂ/ll
ST79:2Cbmprehensive guide to $£OOaMmNGt &iimej dgsic6h besdthe validat
sterility assurance in healtha@@r@rwgtiu¢tm@@dlIng This interv
fConsult your equipment manuf a ?%r,teilj%sp(/v‘?Yi?ten " nQhk rGRReFAMsN@GE O
specific sterilizer and | oad %(ﬁtf'lfyrﬂjr%t‘ci;'o instructions.
1 Gr avdiitsypl acement steam sterilization is not recommended.
fFlash sterilization is not recommended.

-} acumed’



STORAGE
and keep

product package for signs of t . ] -
contamination. Use oldest |l ots I‘ Consult instructions for wuse
& Caution

APPLI CABIThIleBY¥: materials cont ai
about products that may or may Sterilized using ethyl ene oxi
particular country or may be a
trademarks in different countri| [STERLE[R] |Sterilized using irradiation
approved or cleared by gover nms —
organi zations for sale or use \ - Usey date
restrictions in different count
approved for use in all countri Catalogue number
these materials should be const

. . LOT] Batch code .
solicitation for any product or i
a particular way which is not 3 Authorized representative in
and regulations of the country Community
|l ocated.

‘ Manufacturer

FURTHER | NFORMATH ©fNuest furthe (v Date of manufacture
materi al , pl ease see the conta B

document .

away from direct s

NSTRWBAETolrGeNS:n a cool d
i
P

Caution:

unl

Do not resterilize

Do neutsere

~|®®

Upper | imit

of

temperatu

For Professi

onal Use Only.
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SprunggedPdrak t ensystem 3

Weichgewadebe Materialempfindlichkei
Materiatemoiindlichkeidt ver mut et \
| mpl antation entsprechende Tests
Patienten, die zur Befolgung der
Pfl egemaCnahmen nicht bereit oder
BESCHREI| BWANSG: Acumed Sp-Puatgtgerd sey9sktec Menn eine Kontraindikation for
3 umfasst Knochenplatten, Schr apkbegn kihned s4ibge mircthel 128 r DSt est i gur
System wurde zur Fixation von §pryynegaenlge kkns fproasskteUri®t.en El ement et
einschlieClich Frakturen der diTshthFImg(@r#iLléin@e%Q\,qirlf,ielpléla@4equ&;ig@is%

INDI KATI D&NENAcumed Sp-Puatgigerd synkipem | F| KATI ONEN F! R DAS | MPILANTAT )
umfasst orthopadische Implantatenphiatntdare fpolskeemdenn alunsd ikkodninied nz6 el
T Laterale Fibulaplatten, post er6or7l aotdeerralaeu sFiTh ulaanp leagtiteernruung ge m2 C

posteri medial e, distale Tibiaplatten, posterol ateral e, di st al e

Ti biapl atten +GnhdPilnmetdti ead es iAmad i§|5’éz FI KATI ONEN. F' R DAS MATERI AL I
Verwendung bei der Fi xation v R’JUrRadﬁtSLereEnN’ I?\TSSEIFFR&JtNPEWéT?EEumente |
und nicht heil enden FrakturenauserEdde'Issttaalheln AR Y NG u'nde|Pao’Iyr
|

insbesondere in osteopenlscheErri1n!%ntoucfhuenng,e.nb'esdte!rnénp] ‘Bi okompatibi i
f Hakenplatten und Hakenplatten mit Arretierstift sind zur
Fi xation von Frakturen, Osteotomien und nicht heilendlen

Frakturen kleiner Knochen, eiGn_EsBcRHAiUiCeHQ,SI'iNthORTMAbTilaONuEnNd ':FlinuII!VLolP,LA'\‘T

besti mmt. Die Gr°Cen der I mplantatvorrichturt

physiologischen Dimensionen begrerl

Passgenaui keit und einen stabilert

KONTRAI NDI KADI @NEM:nt rai ndi katigoynsengifcchfen@@%h Halt bietet, zu erre
System umfassen aktive oder | atyegngt egrloncfee KatyisayrenNienSepySiieSiden Anf or
unzureichende Quantit@®t oder Qupagltijte’nty ethe Sg K MO%eCsht&ms et & pri cht . Of

-} acumed’



fachkundige Mitte
Patienten ist, s o
diesem Dokument d

erson zwi sebenddemEUntsatneldmeseun®rddmkt e mi
en die wichmhchen. mAdCerdesmchéewrgtnker mat denekW
Patienten gbehmmitedenweertdemanten Ver°ffentl

und das Verfahren vor der Anwendun

GEBRAUCHSI NFORMATI ONEN ZU DEN éHlR%ﬁéf%iﬂ% Die Operationstechn

| NSTRUMENDIEN:mi t diesem System'®R%r2GYms QAcumed. net) zu finden.

Instrumente k°nnen f¢gr den Einmalgebrauch besti mmt oder

wi ederverwendbar sein. WARNHI NWEI SE ZUM IFMPL ANTAT: si cher

f Der Benutzer hat der Kennzei Hriwlerkd idveesn |Gesbtrrayunfeln tdse sz yl mpl ant at s
entnehmen, ob dieses f¢r den Mitn My e bPa udchht apte.s td eimt Anovgeenyd ungs m
wiederverwendbar ist. |Instrurmeft edefr; re mpefno hejenmean gQ@me raautcihonst ech

sind mit dem Symbol ANicht zreivi- e dearSy ePrrvpednidkutn gi Sgte eNigtnlett pdazu v
gekennzeichnet, wie es im Ab®PEH M tGe WA \Lehrtvheenbdeet.e TSryanfh®on eion Last
Weiter unt en beschrieben |stAkt|V|tat Standzuhalten. Eln UﬂsaC
T I'nstrumente f¢r den Einmalge Fggght%_yggﬁeﬂgﬂcﬂeae}mplant?tlon
cinmeligen verwendung entsorgfSRELARE DICr M BTAT o0 rhihen
T Wiederverwendbare I nstrument nBaEﬂe§|p'ng BﬁgFﬁ/EﬁEEhte Ereignis
Lebensdauer Wi ederver wendba enka Edman Erﬁ‘ég.seﬁuva\'esen Vor s
und nach jeder Verwendung ggt‘.nae?vs%n?r%?e MORRTEHREi ¢, dass
Schaden, OrdT‘U”QSQEmaQe_Re'“BQHQﬂdllﬁHérPﬁfBP HRgon Jockerer Fi
Unversehrtheit der Verbindun §[n§§bﬁ m%Beppng%{aB_ﬁ)r}gwktivitat o
wer den Besondere Aufmerksamkgitef EEE?I versagt insbesonder e
Schraubendrehern, Bohrern un e§9b%E?9eLnkhbew§ﬂhsvuun , _ausbl e
gelten, die zum Schneiden odgp,Ej §?56899%9”HEWPbﬁ5t@?ﬁBr er ho
verwendet werden. und auf die M°gl-iodfekeit von Nerven
Wei chgewebesch2digungen, entweder

OPERATI ONSTECHBNI|I KENMhen Oper at iEoomgtredlisi kdar durch das | mpl antat
zur Verfg¢sggung, die die AnwenduggwnrdiewesdBpstdmss die Nichtbefo
beschreiben. Es liegt in der VefhergwornConymdeszaehicdoedenh mpsiaohat

-} acumed’



Behandl ungsversagen f ¢ ¢hren kanechBéezeR?°nDgenatufgaeh®eannungskonze
k°nnen die I mplantate eine Ver ¥ersaggnvégbrsach&nnumdehodati des B
Bl ick auf anatomische Struktur@®nodekspsechewdachPneuKdmpgénenhteeru ei
di eses Systems wurden nicht auti B8eaomh®ehsesagenEdedr nmpgaadats f ¢hr
Mi gration -UmgaleungMRdgiepr ¢ft. h vleir ovreen dRirnggd wkotne | mpl ant at komponent e
wurden getestet und es wurde bwscHdraebemetwl euspgesbbiendemechani s
postoperativen klinischen Beur Geghdepg mithtil Eempfohl MIRT Das Ergeb
Aufnahmen sicher verwendet weredehsk?hoédh m°glicherweise nicht de
Shellock, F. G. Reference Manual for MagGetri ckRersm n snice hsaif et yL awunfpe ardter azhei t v
Devices: 2011 Edition. Biomedical ReseaR@r\,inl}Idﬁgienign(érroiuWf2@]rlf.order|ich wer
auszutauschen oder um alternative
WARNHI NWEI SE F}| R CHI RURGI SCHE RNS8TRUMEBNEENgri ffe bei | mpl antaten
F¢r einen sicheren, effektdven Gebrauch jeglicher Acumed
lnstrumente muss der Chirurg mybpdpPur8MASSNRAMENIBEI  CHI RURGI SC
Anwendungsmethode und der empf?Nb?ﬁ%MEﬁmﬁN@dﬂ NSERENAhE v umente
vertraut sein. Wenn ein InstrupepfthaeBe m%gbge cﬁ Eﬂshﬁ"g%aléuwied
hoher Geschwindigkeit, zu dich\/g hEp gﬁe matetrUAben k°nnten M2 n g
unsachgem2Cem Gebrauch oder Zwapgegh ¢ ggg eAVYgdesetalhukt s fehr
wird, kann es zum Bruch oder ZQTnﬁe§8pag+9988rﬂeﬁnb“REFB@ﬁ“%ﬁ s ¢
sowie zu Gewebesch®digung kommegg, REhgERbhEBht M4tFfonen zum Versa
vorzugsweise schriftlich, auf BF({,NL Q\w Egél Arht vl\cl)nblns.trklmente
verbundenen Risiken aufmerksam Er% F p' CNE ebenwitr unger
S mer zen, eschwerden oder anor ma
Sch2den an Nerven oder Weichgewebe
I mplantat darf niemals wiedervegrwamdet wWenhdegpucMoubBeriepl antat s
Belastungen k°nnten M3®ngel herwnoegeftvhen hahgeredBe| adfMung des P
Versagen des Produkts f¢ihren kdgeengspbPremalChnger umantei Mwss8R0ng au
vor der Verwendung auf Verschl gjifgsendeBssahfedirotaaenEDRRr MFf §r at i
werden. Die Implantate sind vormgrahzats WKAHAnKebPRBMMENn. Eine hi
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Reinigung de
wi ederver wen
gelieferter

noch nicht v
den fol gende
War-nnd Vor si
T Eine Resteri
das | mpl ant
(z. B. mi t

gekommen i s

Gebrauch wu
wi ederauf be
Genehmigung
Produkts zu
mi t menschl
Wi ederaufbe

T Keine

I mpl a

Bescha2adigte
T Anwender mg¢

(PSA)

trage

Fremdk®°rperreakti §Al o derAnMetnalelremgfsiseal iqutak éifti zi er t
Il mpl antation eines dbkeamemdt eritaelms Neammwea sf ti heteen Sct
erven oder Weichgeweslke n. KmDoehsSchaknuangemsodddre auch di
ption, Gewebenekroseearn amdlar dsnawmrde iKe menrkéemhausrichtl ir
k°nnen aufgrund deMaAu@/psgnb‘g}begbpggngmplantats

in chirurgisches Thagmgsyﬁhdys%%pgt\geh ENweichen Bor

enzymatisches Reinigungsmittel ode
pHWert O 8, 5.

-
o

) sung aus warmem Leitungswa
sIrhpnIphan’a&tasd¢rfen i‘uk?é‘telten._ Die Anwendungsempfehl
det werden. Acumed &ERMiGhhigshie RN GYRT |12 & iplet o
I mpl ant at e ni cht . U'A%tw%rn'dlun%%ld'a%feer rt qe'm'ﬂ%'raaritu?t,evWa%'s
erwendet, jedoch VveryGhBhtZta Wbind ghnal®lbletaght®Gam® ¢
. AnW(_elsuhgen aurb%.rDealsteftmpW%rnq%Q' sorgfaltig mit der
chtshinweise Stahl wolle oder scheuernde Reinicg
ilisierung der I mplageatwtadeall te nicht erfolgen, wer
at in Kontakt mit %.BBE?WMELQH?BQGQrz?HBMEﬂzﬁﬂ‘t dejor
biologischem Gewebeywawker Kspppbh! cEytglpbtpB{BLUt bp,
t, es sei denn, dasgRradpkht gdmwasBmBR! (E@FfWenden.
rde von einer autoipme\'tep E{n |chEung

) . - Das m an aL e ETRgm sauberen,
reitet, die eine en Precﬁene e rd V&g

, a s a? nogkpen . Umpel n. verkratzen der

fe¢r solche T2tigkelrten at . Die R€éinigung el nes
m einmaligen Gebraldlehl asakRalledmubRer &i KM akt
ichem Blut oder GeAedr! gt koonaReed! niisgausncdssadediri®tt ,einneeut r a
reitung dar. enzymatisches Reinigungsmittel ode
ntate verwenden, dRMey topd (8 5. ¢ p ”b"‘(ees'cshaf1 dDiget Ulgtirasec

| mpl antat e m(;ssenlr@P\'t%r&tr%tte'ﬂve'?”'dtenbeSCh digter Oberf
. V(g,rlllrs%ch(-"S
ssen geeignete pers®nlitctheé Chutzausr ¢¢stung
n.

-} acumed’



1Eine L°sung aus warmem Leitunigssiassmmen uea oy cRieménd gtergu me-2d ke hhdt e
Zubereiten. Die Anwendungsemphmehsemgeanr désr Wi ederverwendung gr
Reinigungsmittel herstellers bPidbé¢igesni nchddideabfeol gérdador Rie«khtel i ni
Anwendungsdauer, Temperatur, WasgfHAdvValst&ht9AAnweise

Konzentration genau beachten.gpje pekontaminierung wiederver wen

21l mplantate per Ultraschall mingapbegr®st 5] Mi dyitietne '\@mdi t t el bar n

reinigen. chirurgischen Eingriffs erfolgen.
3 Das I mplantat gr¢ndlich mit deRennbsgemng/fW oderawfelreerieniitgutnegm ni ¢ h i
Wasser sp¢l en. F¢r die letzte Spel mhGi-gée BInS ¢tsh newrttzeasn hoadfetrungen s
gereinigtes Wasser verwenden. werden, um ein Antrocknen an der (
4 Das | mplantat mit einem saubefYAdh] ewdnwbederf mgsekhrgquahi Tuehert
abtrocknen, um ein Verkratzen deku@beaetfke?tkhe Nacheemsesi daner Sch
Mechanische Aufbereitung Sein. D|e SChUIUng SO||te aUCh d|
i n

Ausr ¢stungDeWaethbkti onsger 2t negﬁt?tnaglaésdseNf)ﬁmiftﬁ?&&f?&&ausriChtl

Reinigungsmittel oder Nwett8abr §iBeilgdandied |einnKB|imppgungsverfahrer
oder Scheuerschw?2mme verwendet we

T Bei manuell en Reinigungsverfahren
mit schwach sch2umenden Tensi den
Vor w?sg 2 Kaltes Leit n. z. die Instrumente in der Reinigungs
Neutralkr Reinigungsmittel m¢ssen sich | eic
Enzymwa 2 Le‘?’iru’zegssw Enzymrei figeabspe¢l en I assen, um R¢gckstande zu
H O 8,5 . .
P ’ T Bei Aclumetdr umenten d¢grfen keine S
War me s ReinigunggmitMelnenktad €rl Sili konbasis verwendet
Wa s c hieln 5 Leitungsw einem . . . . .
(> AO) pHwert o|sTsF¢r die Reinigung wiederverwendbe
: enzymatische und andere Reinigung
War mes dei g neutraWentpeEmpfohl en Es ist sehr
Speél oen 2 oder gerei n. z. . p p . ) .
Wasser ACY al kalische Reinigungsmittel gr ¢énec
p I nstrumenten abgesp¢lt werden
Trockn 40 90 AC n. z.

-} acumed’



wel che

RosfFl aschenbindéengesei bsgt wawrnden

m¢ssehngt gndkentbnabgéordekhecth,

von

I nstrument e

T Chirurgische

I

um die Bildung

wer den,

rostfrei emMeBdehst S8pul basbdbenbi egsamen

hochwertigem

aus

Tei

i eCenden

mWO > c Siga
o oz o - oo
.hﬁénD,lr\ughLQn
B&udelaancnfsa
_— @A X - o T
@ S g, @
MTEIOP oSc
nRo - Nee TSNz o

=
Q DX KU U= G S

—E wEp® puc
|rh,§hntm|dn| .-
B§§C|noeoe||dM
WEen o, oo

D) e D s QL &~
0 & @ acs.Pio.Lox
wSSESoN S0 @

eLU.|MJt o n
° cC = 0.0
- O thdl
rn.lfsnm —
S Ec s
S _® ©°_oaw
o c dﬂit.l
cx o nMssl
v cu mo [
noe 5 BBaocT
n—_o0 .- B ca
oo > anrae
0 .Ie.uek.m

- € B o ©
v -c UM.nl.vomn
—cs_ B O
0cc e.moue
Eoo SDm|ZW
Se -0 o L
—— 0 w000 . €
wec Oogo -0cC
C0O._30TTO
— Qe VDO .- D
Ow —m_moc
O xTC® € >
L C 0O_X Oy wn
— 035 CO—.— Vo
<ol <X oo >
= —

acht e

zug?2ngliche

Kang¢lierungen

auf

(2]
S
()
©
o
o
]

O
o]

S C
2uBPSten,
e}pghrumen

Cy—Wo 0. €. n0c o v >
O v Fo- O.r W_ G-D—
0,_0_nFCe 0 O Wo.NE Sus

cr— WD o +~ @ Ta- oNao

Co [ e () I o (o))
VO DU O s E Vs G
E_ oW
Sancso N C oSN

C_+~WE 1. = CO S WO~
Vgpsdh O +o =W DM ST
T TRAICE NG ST © OconE
CS5C-C O 0 CINB-LEL» 00 OB
VoW —WUWDO_ GG
S WS 0T oS D SUD
NP Ml o SO =B D ] =@ N = S U
VDT — .—O O SISOV WO
> Qs FuoE QdE > NS
<to < TS IS V- U+ —o
—c .c O__o_cCoOO
0 S VS = n_©sE T~
_ .—-—T OO — < c nco
_ 0 .-T > - O._ D._ 0T
o X oo © .c=2._awnc
s > oo Eots -~ wo
c o s _ >~Cc n ~C -an
© =S — N._oOoc O
E VOV~ ® CHw_N._ 0. 0m
T SO« QO N— = n
o € O+~ - - - -
c T —.— - . CX C DO = c
_ COWCT - 035>V 0
o OO« 0C O ON o uw -
Cw VDT.—- VTD._—CcCc OO £
L 5320+ W =wDE®e @ O
9 E>so caoa._2c TS
w PONZST o 0 oOoNOCC
= o Eo Eo.->
c O - v« .- 35.— N D5+~ 0O N
O VVSVE ~TDVE v« 0
o) — — = m = e O = = O
cC+— @B ® W Dwe 0 O CC
5 © O =« O = C n CO - o
WD E- Ve C — Ve O—CcO.—
_ >nausS ——T Ow O
o NwEoao. 0o Eco_ -«
2 COUVSO .- 0@ . >XE O
cWIFN>O>0c20Zo0M0
<< - [aV

®

-} acumed



7 Falls
genann
wi eder

8, bersc
fusself

Kombiniert
Rei ni gunds
1 Enzymat.i

noc
ten
hol
hc,S
r e

wn

h

Verschmutzungen
UltrasctaSperlevoigamgPesi nfektionsgerats |

si4Pt Batnstindmedeéer

obewrinen/ geeignet
egen und dur

He
Te
zu
Ve
Di
vV 0
da
Mi
I n
Ny
en
Be
I n
Fl
Ve

Rei

rstel
rat

3
°
™

(=S¢
—_

~+ > -0
O~ nw OO COd3IITSOZ3 T PN DO

S5 o

PSS w S+ —TnSg3 0 SO
~“N3SSOL~0®*0o ~+tQ——

w > NULWQ ST O SToTCoCwm

S S>SOOm—~+=S0o0m 5+

w >SS DOQ T DSOS

5D ONKQ S TS

en. Instrumentenzyf| Desded eWasomsger?®
sige Feuchtigkeit mitlapaém sRuBefehgesdegrMhngentparsa
ien Wischtuch abtrockBe&Re gr¢ndliche Reinigung und Des
e manuell e/ maschinel]l

Desinfektionsanweisun 1 Zwe i (2) Minuten Vorwaschen mit| kalte
che und ander e Rel nig 2 Zwanzig (20) Sekunden Bespr&henmnit E
r empfohlenen Verdg¢gnn Leitungswasser

r zubereitet werden. , - . - . R
t werden, falls vor ha 3 Eine (1) Minute Einweichen in Epnzyml

i gt sind. 4 F¢nfzehn (15) Sekunden Spe¢len mit kal
umente in enzymatisch| 5 |Zwei (2) Minuten Waschen mit Reliniger
ig bedeckt sind. Alle (686 AC) ,
Reinigungs!l °sung all 6 F¢nfzehn (15) Sekunden Spelen mit hei
S zehn _(10)_ Mi ”F”e”_' 7 Zehn (10) Sekunden Sp¢len mit Reinwas
te vorsichtig mit ei n Gleitmigg eAC) 64

ten abbg¢grsten, bis aI ) - - )
sind. Es i st besonde 8 Sieben (7) Minuten Trocknen mit| Hei CI
ZzUuU achten. Besondere Hi nwei s: Die Anwe i/shuensgi ennf edketsi oWassgcehr 2 { eher st
ten erforderlich, wel(98nau zu befolgen. .

¢rste gereinigt werdapwaicss®egen Hi pweéisne Din&schinell e R
g eines U'trascha"rfbpbggbé Ethbgb?bh@ehegg}p_@ﬁhbcpn??
der Produkte. Schwel refakRGhyS8gsPEMERCOFrAUPL, chnire
usammenwirkende Oberflef’r‘ng)psnl sséen sic mit einer

der einer Wasserdg¢se Ee ser auﬁsR'|Fn.

d E volne masg P h& as System kann im
umepte aus er nzymi maHO81I NENREnH ng eingesetzt wer
s eine (1) Mlnutelaﬁng mit deioni si ‘t m Wa s%r .

nstrumente so ten vor er Steri
wer den, um eine wirksame Reinigun



STERI'LI'T T: Parameter f ¢rDaVvioprfvsatkeuruiti i sator en
Systemkomponenten k°nnen steril _oder unsteril aeliefert werden.

Si ebscihfarlteink el nummer ng@ 340 u2d480
Steril es ERmo dsutketr:i | es Produkt wBedingung: Eingewickel|t
Gammabestrahlung mit ei rkeQy MindVakuumim Ulse for dids oni er
ausgesetzt. Acumed empfiehlt ni P ¢ roduk
zu resterilisieren. Wenn eine V|Expositionstemperatunl3X s s
di eser Vorfall Acumed gemel det Expositionsdauer: 4 Minuten BNt
verwendet und muss an Acumed zu

Trocknungsdauer: 30 Minuten
Unsteril esAlPireodlurhpgl: ant ate und I|Abk¢hl unfgsdauer 30 Minuten
nicht ausdre¢gcklich als steril gekennzelchnet und in einer von
Acumed stammenden unge°ffneten DdteeWeirdre vVer fld cisedg TRdleil d feerstt el |«
werden, m¢ssen als unsteril andleséréehpranameberdedarverwedaaengrfor
durch das Krankenhaus sterilis(&fterwei#fd¥nAssurance Level; SAL) f
f Dabei sind die jeweils aktuelg”éfn AR c%'mm%n-[i%'dl?-’rlé%_rtri%léts §hhgeo d
Sterilization in Perioperativ®ipr&dkicdé usgesdian@dni cEmprshivané di
Sterilisationsmethoden in derThec¢knprgadaven Wmgevahghamehabung
AORN und ANSI / AAIMIo n&Tr7e%h:e2n0sli Ov €8 | Nei Bd ctheer e Handhabung und zur Ve
steam sterilization and sterifbingzuaesea¢hmete; i 9i eikea| ANSIc/aARMI ST
facilities (Ausf¢hrliche Anleitung zur Dampfsterilisation und
Sterilit2tssicherheit in Gesundheitseinrichtungen) zu beachte
T Anwei sungen f ¢r bestimmte Sterilisatoren und
Bel adungskonfigurationen sind den schriftlichen Anweisungen
des Ger?2teherstellers zu entnehmen.
T Die Dampfsterilisation mit Schwerkraftverdr&2ngung wird nicht
empfohl en.
T Fl aSther i lisierung wird nicht empfohl en.
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ANWEI SUNGEN ZUR LTAGERKNG: | ager n
und vor Sonnenlicht sch¢tzen.
vor der Verwendung auf Anzeich -
oder Kontaminierung durch Wassg :E: Gebrauchsanweisung beaghte
a8l testen Lose zuerst verwenden. i Vorsicht
ANWENDBARKEIelTses Material ent h3 Mit Ethylenoxid sterililsie
I nformationen ¢ber Produkt e, di
besti mmten Landern nicht erhalt [SERLE[R|] |Durch Bestrahlung sterilisi
verschiedenen L2ndern unter ver = .
vertrieben werden. Die Produkt ¢ P Verwendbar bis
in verschiedenen L2@ndern durch B |
Gesundheitsbeh°rden mit ander er este nummer
Beschr2ankungen zum Ver kauf oder
. . LOT! Ch

oder freigegeben. Die Produkte LoT] argenntummer
in allen L@ndern zum Gebrauch f S .
di esem Material enthaltenen Auf{ Autorisierter Vertreten in
féer ein Produkt oder fegr die V
auf eine bestimmte Weise ausgel .‘ Hersteller
ungesetzIlich ist oder gegen di € W
Landes verst°Ct, in dem sich ds Herstellungsdatum

@ Ni cht erneut sterilisia@gren
WEI TERF]| HRENDE | NFORMAWE ONENE
I nformationen anzufordern, beagqd @D Nicht wiederverwenden
di esem Dokument aufgefgsghrten K * Oberer Temperaturgrenzibert

Verwendung durch Fachper sd
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Si stema de placas para tobillo 3

CONTRAI NDI CAClaGNES®ntrai ndi caci one

sistema son: infecci-n activa o |
calidad insuficiente del hueso; vy
al material. Si se sospecha de ser
) realiza_rse pruebas antes del imple
DESCRI PCHIENsi st ema de placas pahathrabhii @a@o@een pacientes ue I
Acumed contiene placas -seas, tsoerannlIIaopsacyeSacdceessoer(‘;]uqsr | Bls sllnssttermja(
est§ disefado para brindar fi] acis ol eqMtfolrdCotsUr ass tdhes tdobsiplolsd .t i v o s
incluidas las de tibia y peron®chipStagdi®esnto o la fijaci-n con tor
posteriores (ped2culos) de |l as sec
| NDI CACI BNESi stema de pl acas pluvmbarnpdd [loa 3x odeumna.
Acumed incluye implantes ortop®dicos con | as indicaciones
siguientes: ESPECI FI CACI ONES DE LOS MATERI ALE?¢
1T Las placas | aterales para perlovwP&ANJLESs.as mpod amdres| atsetr8anl efsabr i ¢
para peron®, placas poster omepduiraol edse pcaarl a dtaidb icao noeirscti aall, cpolnaf coar sme
posterol aterales para tibia dailsetaacli -yn pdleacta st amme doi acloensf or me con |
antideslizantes est8n concebidas para su uso como fijaci-n
de fracturas, osteotomz2as vy fraPctCulrFalsCAan nSsoDIE dLaOdSaSMAdTeERIALE‘
tibia y peron® distales, espeqoyaigaEeT A" QTR ot idch P R Fit'nG s
. Las placas gancho y | as P'aC3f5abgrqrbcahd°oscoc’bnc'qus'tll%tdaes calidade:
bl oqueo est8n concebidas par a Iao|z|mezafco|S ng ed c,fsraqcuteursaes ha eval
osteotom2as y fracturas no consolldadas de huesos
pequefos, incluidos |l a tibia y el er on®.
INFOR ACI ¢CN DE USO DE L®S | MPLANTE
dlmen3|ones fisiol-gicas | imitan |
de i mplantes. EI cirujano deber § ¢
gue mejor se adapte a |l os requisit

-} acumed’



adapte estrechamente y se asienbpestitmemennecobrgabk smperteentad
adecuado. Aunque el m®di co es dk empéemetbar Poedepeonsuénhbarel ha
empresa y el paciente, |l a infowmhcidenAm@cheda(ampmetdante)que se
proporciona en este manual debe hacerse |l egar al pacient e.
ADVERTENCI AS SOBRE LORar MMPLAINTE3ar
I NFORMACI ¢N DE USO DEL | NSTRUMENT AR QUYQLRPRGUEOI mpl ant e, el ciruj
Los instrumentos que acompafandacéastempianéma poede®t sdosdde apl
un solo uso o reutilizabl es. t®cnica quir¥wrgica recomendada par
f El usuario deber§ consultar na éf6t§udtaededojparpumdmbi pata t
determinar si el instrumentoP8§0deSQROEO6RE G3698 Pel @i RErhaMi da
Los instrumentos de un solo L860E&esShaedPhudtanesi tbMoedurante
s2mbol o no reutilizar"” que 8€mges@fibasenpophbsbidpdgs de aflo
S2mbolos y leyendas, m§s adeR8MEEtEhn bt pagbedomeéntereferibleme
f Los instrumentos de un solo LéH"E@CBQBSFgé{ 8€§é9h§r efec_to_s ad
despu®s de un solo uso precaucrones - incluyen a posibilid
. o o el . tratamiento colm.o resyltado de
f Los instrumentos reutlllzablg§ b eheBntB2 Yqul hm'ﬁﬁa?v'aﬁﬂtg
antes como despu®s de su usocaL g TRt pU Rt Qf Eﬁ%{{ﬂbbiéﬁl”?nﬁla
se deben inspeccionar para cggm 98@35 & h gEtlﬁQB*eﬁ la uni-n u
desgaste, |l os posibles da‘ﬂosunEaC irgneieﬁalﬁg{) SFB? y 'a§2 co’mo
presencia de corrosi-n, as? gamg; hagsipfegeg pﬁ? ?aﬂéﬁ relacion
mecanismos de conexi-n. Se dgfp BFEFILBE SShopral BPERel Thatye)
a |l os controladores, |l as bro ﬁﬁi%n?@sdbnﬁhﬁuWﬁngggu?mprﬁgdpﬁst
para cortar o para Insertar ﬁﬁ‘@'oﬁ@?ﬁ?orios puede ocasionar el
tratamiento. Los i mplantes pueden
TECNI CAS QUI RERGIsCGAS: t ®cnicas lauivi Bugliicaaci -n de | as estructur a
di sponibles en |l as que se descriabdéeoglr8ts6o0oade eosecompbemat eEsde
responsabilidad del cirujano fammkeiadbzarpeuebn eh puoneotdi miergo
antes de usar estos productos. mMAgirmcémo, easunesponsabi dedba&MdeBbBe
cirujano familiarizarse con | asimpubbhreacyoseshpedesnentesl g fornm

-} acumed’



for ma
equi pos .
'shell ock,
Devices:

ADVERTENCI AS

Par
Acu
me®t
i ns
| os
exc
no
por
ins

a

me d ,

(o}
t

e
e

t

segur a en
lde I RM

F. G.
2011 Edition.

utiliza
el c
do de ap
rumento
tejidos
sivas, h
st§& indi
escrito,

Ref erence

Manual

SOBRE EL

r de

iruja
|l icac
puede
uand
€sos
ado.
de |

c
u
C

rument os.

PRECAUCI ONES

reutiliza
generado
falle. An
para comp
i mplantes

de

pl acas

el

estr ®s
var
i mpl ant

rse
i mpe
tes
roba
fre
pue
i as
e s

prematur ament

i mp

|l ant es

de

met al %r gi co,

i mp
ver

|l ante
s e

pueden
mer madas ¢

o l=d

o
u
f
e

—cCc OO0

C
n
r

d
r

n
d

< ®
O T T ® 5 ®d® O

e
e.
f a
me

OSw= Z0 O

eval uaciones

for

cdhenreassposoparateusastaon el
procedi mientos alternativos.

i mpl
Las ¢

MagmptliznNnikReess® ndin@ e SOal etpyq C lOmpf &rete U eamii e s .

Bi omedi cal Research Publishing Group, 2011.
PRECAUC] ONES DEL I NSTRUMENDTAE QUI R
INSTRUMENE@ErQHﬂEﬁP@S'&Qir1/4r icos d un sol
orma segure NuRphtTiaio ek shEdmERt e f6res pu
no deber 3 C°”Pﬁ1§%rf‘e apdaes! HOet ugaghoha%r q
ib-ny la t®cnygad AUEEALthbRRokCFPRRDEA araEEuﬂos
romperse 0 d@EﬂE%ﬁt?aEi8ﬂe§edB“%,?Pg%eﬁhg 8h n
0O se somete este a cargas o velocidades
densos, un uso incorrecto o un uso para el que
Se deber§ ad¥EFCTPSaADYERSOR d 0preGeirbbeemehe
os riesgos as86FrHBAE3rhogseBsenrpsytygan: dolor,
an-malas y dafos nerviosos 0o en te
presencia del implante o al trauma
) ) producirse una fractura del i mpl an
EIUnIMHthANaTnEt_.e enxocedse]t\/ea,_car a r |l ongada sobre e
a. Las tens'0?%%%%@55%63-eﬁea?nuﬁab?herza e x
ciones, que pugdefq ?E?fnquéeeguﬂbépg?bbbﬁPr un
sar el '“Str“W%B§§h1eesbﬁgas fBREr!' PEBEFCERART b
desgaste o lgasspgflBieg dalesgi FhObeHR® t88hazo
a rasgufos vy WH%EF?%doTGEeFaCP&B?QBEﬁEiQﬂeae un
hacer que el EFB HEFPsEab%ﬁosshet9i888EaB b@ste
€s. el dispos bb%?c?enpUEQ%,dﬁBb bsRE: d&PNtePid
dria fracturajpeyyfiehnb @8 [4NHI@B8hcia del impl
0O se recomlengaim%g ‘g{) componhentes de
icantes distintos, gor motivos de tipo
nico y funcional Las ventajas de |l a cirug?2a de
o satisfacer |l as expectativas del paciente o
n el tiempo, |l o gque har2a necesaria |l a cirug?2a
-} acumed’



LI MPI EZA: 1Prepare una soluci-n con agua del
Il i mpiador. Siga |l as recomendaci or
Li mpieza delLoismplmgprdtaenit es no s e |dienbpeinadroguteinlzi m8tico o el deterge
Acumed no recomienda | i mpiar losali mplrarkiced que mped SHemiexipotsti &n - n,
est®riles. Los implantes que no ag@ as ymichingternanm acdt®&riles y que n
se hayan utilizado, pero se hayanyenshGiuadment® E4P§mpM ante con
procesar conforme a las siguient;@eRaWia$impiadores abrasivos cc
Advertencias y precauciones 3Aclare bien el implante con agua
T No se debe |l evar a cabo | a reagUarblb'szagizaqdeolparim_pbadaepas
el implante entra en contacto4_ggaugog§ammﬁgght@ (:Bﬁruﬁlﬁg‘lﬂbolln
contacto con tejidos biol-gicogviggpﬂoaplaﬂla190§acghag;§|g§eo
sangre) salvo que el dispositﬁygcgga%peggéo ngaggnpgga
procesado por un centro autorizadbo que,cu.en?e con 1 os ) )
permisos regul atorios para taFd¥iRo: ki MPindde@zallher @4 'a'i%%osli'tiT
de un solo uso despu®s de qued%tazrag%'htt?a'ﬂ%”ternoc%?l’ﬂa'é"t‘op'éo 8, 5.
sangre o tejidos humanos supoRded® PELRYRERSatha®RE omayores a los
. . . est® daT[ada.
T No utilice un implante cuya superficle est® dafada Los
i mplantes que hayan sufrido dja%_6§péé8eH”8e_§Q!:H5fSQ.CO” agua del
. . |H18|ad0{. Siga las Lgsgpm B i or
fLos usuarios deben wusar equipos; iBpoteccl “n .pergomnmd 8% ?g
i mpiador énzi m8§trco o el e rge
adecuados. . )
) al correcto tiempo de exposici n,
fTodo usuario deber§& ser persongh, gquyl igbheadergque. acredite su
formaci -n y competencias. La prmaci - n deb E? incl uir |as )
) LLmple con uf asopéﬂos 0S5 i mpl e
pautas actual mente vigentes, 93 ormdas vy as po rcas
; h minhutos
hospit.al ari as )
. 3Acl are bien el i mplante con agua
Procesamiento manual . . )

) ) agua, desionizada, o purificada par
Equi po: Cepillo de cerdas suayv % Ilmplladorlenﬁlm tico neutrolo
detergente neutro con un H O %.ggue € I mplante on un pafo br

9 p -,
evitar arafar | a superficie
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Procesamiento mec8nico pautas actual mente vigentes, | as
Equi po: Lavavajillas/desinfectad®s®| tiaildgi®2%or enzims8tico neutro
detergente neutro con un pH O §N®». utilice cepillos mets§licos ni
el proceso de | impieza manual
fPara |l a | impieza manual, utilice
tensioactivos de baja espuma par e
Prelava 2 Agua del N. A. a instrumentos dentro de | a soluci -
Lavado 5 Agua del Enzimgtico‘Qe Il i mpieza deben poder acl arar se
enzi m§t tibia|neutro, pH Oj8n§trumentos para evitar que quec
Lavado 5 Agua del| Detergenfe 1}:&}1_0n |l os instrum_entos de Acu_me_d n ¢
cal i entAeL pH O 8,5 mi ner al ni lubricantes de silicor
Agua desi T Para | impiar el instrument al reut
Aclarad 2 o purifi N. A. |l i mpi adores enzim8ticos o product
l'ient AC( . .
Es muy i mportante neutralizar y @
Secado 40 90AC N. A. |l i mpieza alcalinos del instrument
. . ) 1 EI instrument al qguir¥rgico se det
Li mpieza del Lostriwomeémtuanient os yg accelsdoerl%%nglﬁe est® fabricado c
Acumed se deben | impiar bien ant.gg qjeddreutllizarlos, siguiendo |
pautas siguientes: T Todos Ios instrumentos se deben i
gue | as uperficies, juntas y | uc
Advertencias y precauciones correctamente Yy gue no exista des
fLa descontaminaci-n de |l os instfdeumenesteoi hteasbrhnos
reutilizables se debe Il evar @aEcabpumhmedi ahamenrbhdodaspd®pedent
finalizar la intervenci-n quir¥pguefonbe dejeimpeesa sedeennk es
instrumentos contsunilniamdmpisezmaant® $j hpi adores o soluciones de | i mpi
reprocesamiento. La sangre o0 restosuekoassvgaeseodebagan yodo,
i mpiar para evitar que.se seqmensbpbase. | AsbmpembickA solucione
1 Todo usuario deber§ ser personhh caahitlpecadoeodphpadedacpeddeedsgol v
formaci -n y competencias. La formaci-n debe incluir | as
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|l i mpi épatyumgptmbtdesadnhe gn m?>ni mo d
ra re®emendadbhsi pstremehahbti gancés8r el
stentes ménhmpadeconeami{(B8admi nutos o
prepamagreobusuonesadubagan desaparec

2
€
C
r

n la §bherEEER- ﬁséﬁﬁi%§tﬁ&8n9'sum@r]aﬁoca
as labepiBgasPmrai resaparacyabadl er zc
cto €obnspedasohaes| sespenSicuementos bajc
nte atompnobavepgoeese2B8pymi Ut ménado
rdasz ge ﬂéUmeasﬁéVéésﬁﬁva Euetaba@ony
haStﬁoﬂ”Ql??aE@Mﬁd@%'W'ﬁ@ﬁarad anter
§Elf ?ﬁeeguahxebeaciénhpmbaadzaaaf
es g'ﬁgfo" AhsBFbheled TPHBFol Bhe no got
I2mp| s adecuadament e on n.
el CQURIgachlomaRrYal Lapiomakiszgdy; ¢,
que hbsIhdaae¢ieoRS$ ude - hi BRI €7 MmpY ed@sianf
nar 1PdephaestuobegadduEBtosedkal i mpieze
de fregaenpanaiehi mi nempeodauka recon
|l a sCpentibciascembudéeohaes bendtdntas.
y frekeebavampetticse debeugBncepebhoec
p'ezﬁtpmbaﬂbréﬁ fastfumbAtaP@akd 1 a sol
cual apbercBmprleddraaccione todas | as
acl 8rdeoebgenteneague earcoenhetducant
utos. MEne®hgaespeai akmajenduranael as r
na jeUtnpgacpaua sebatrhbo coal gerdaszdes
suavidad | os instrumentos hasta ¢
totalméﬁiéusamefgﬁdduoeﬁl§h§|6n|EaQSte
i-n dédel dimprterh. apceer@nePteahs EaPeci e
| detéhgéhteesahppecanutafdesacyol Rl el c
cepillo para botell as Not a: El L
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ayudar 8 a | impiar bien el instmamenct al on&€s desol dmpiueaajeesingfae o
sistema de inyecci-n de agua fmeperajitemagndeagadaddeskdado aut
zonas de dif2cil acceso y las psdpemfent@d BoOmYi MASco m®todo de
3Retire el instrumental de | a sqbuctargienzi m§tica y acl 8rel o en
agua desionizada durante un mﬁBbmﬁuéﬂeUOt(l)zﬁ”rnlélosistema aut c
4 Col oque el instrument al en unasegsimiedeouvuadbhaphri ampi eza manual .
Iavavaj|Ilas/de3|nfect§1dora yﬂgbgcﬁgtpuﬁqeh[@g®§edgeg@ncqﬁggecc
est8§ndar de | avado/desinfecci-BstbkePs|sbddieAtparaogaktadhti zar ur
par 8metros m2nimos esenciales para una correcta |impieza vy
desinf.ecci -n
1 Dos (2) minutos de prelavado con agua del grifo fr2a
2 Veinte (20) segundos de rociado |enzim8tico con agua del grifo
caliente
3 Un (1) minuto de inmersi-n enzim8tica
4 Quince (15) segundos de aclaradg con agua del grifo fr2za (2 veces)
5 Dos (2) minutos de |l avado con degtergente con agua del grifo caliente
(6@6AC/ 11456 F)
6 Quince (15) segundos de aclaradd con agua del grifo caliente
7 Diez (10) segundos de aclarado ¢gon agua purificada con lubricante
opci on&®6A C( 614564 F )
8 Siete (7) minutos de sAhCh2M0)al dire caliente (116
Nota: Siga estrictamente |l as instrudciones del fabricante del | avavajillas/
desinfectador a.

-} acumed’



ESTERI LI DAD: Par§metros de prevac2o dél esteril

Los componentes del sistema pueden suministrarse est®riles 0 no

est®ril es. NYamer os de referenci|g@340 -338D |ej a:
Estado: Envuel to

Product o Edstp®roidiluct o est ®r il S € X

dosis m2ni-m@y dee 25a®i aci -n gamnbulsos de preacondic|3 e vac

recomienda |l a reesterilizaci - -n|Temperatura de expos|13% ( 2/)0 ril

Si el envase est®ril aparece dcTiempo de exposici -n|l4a minutos el

incidente a Acumed. El product

devol verse a Acumed. Ti empo de secado: 30 minutos
Tiempo de r%frigerac|30 minutos

Producto n®aleso ®gubk: est ®n Clardmenle Er T JUEeETr aaos

como est®riles y Acumed | os sufmhiofi vtal@rem Wie edtas ¢ add taormielf I ed at
abierto, todos los implantes eVRhsdpdménrasadebhenneansprbenarvet d
no est®riles y deber&n esteril({PAtsePe@h €Mshespglral eantogl @e)suc
fSiga las actuales APr8&cticas ?%@%lm%%g@%%tse 4¢h9pda con todas Ia
esterilizaci-n en un entorno p%rM3dp? 9¢%?98306 de AORN y I a _
norma ANSI/ AAMIGuUSTa7 %e:x2h0aluds t i v aElp atriaemmo de refrigeraci-n descriltl
esterilizaci-n por vapor y ga@'an‘tl“ém‘é lea 2e¢ado |y dadten @enadrl
de atenci-n sanitari a. esterilizado. Se incluye este inte
fConsulte las instrucciones poPak&liak oy qRAT a8yl tahikagy %or%tuaml
equipo para conocer | as instrﬁ@%llloﬁ%%” d§T7%'s%%JrQI§§%%'or y8qg8- 1.
configuraci-n de caraga.

MTNo se recomienda | a esterilizaci-n por vapor con
desplazamiento de gravedad.

f No se recomienda | a esterilizaci-n instant8nea.

-} acumed’



I NSTRUCCI ONES DE ALMACENAMI ENTG@

Al mac®nese en un |l ugar fresco Y
alejado de | a luz solar direct g - . )
el envase del producto para ver :E Consultar las instruccijones d
alteraci-n o contaminaci - -n por b )
| otes m8&s antiguos. & recauct - n
[sTeriE[ed] |Esterilizado mediante -|[xido d

APLI CABI LEIsDAD:documentaci -n co
informaci-n acerca de productog |[STERLE[R] |Esterilizado mediante rladiaci
encontrarse di sponibles en un = _
pueden estar disponibles bajo T - Fecha de caducidad
di stintas seg¥%n el pa2s. Los pr
aprobados o autorizados por | os N“mero de cat§logo
gubernamental es para su venta (¢ .

. . . . LOT! C-digo de Il ote
restricciones distintas seg%¥n ¢ LoT] 9
roductos no est®n aprobados 8 i
EaZSes Nada de | o qu Cmﬂenge EHEH|FMerwntaMe autorizado en
deber§ interpretarse como una )
cual quiera de |l os productos ni ‘ Fabricante
cual quiera de | os productos de » ] ]
autorizado bajo la legislaci-n \J Fecha de fabricaci-n
donde est® ubicado el Il ector @ No reesterilizar
| NFORMACI ¢ N ADRaCr ONAdL i ci t ar ® No reutilizar
documentaci-n adicional, cons ) )
contacto que figura en este dod e L2mite m§ximo de temperjatura

Precauci - : us o esional exclusiva

-} acumed’



Syst 3mede plaqgues pour chevill e
CONTREND! CATII @&NS c-omdirceati ons 7 | 61
syst me2 sont (l esafeecityvaoamt e siepsi su
masse osseuse de qualit® ou de quc:
sensibilit® des tissus mous ou al/l
doute concernant wune allergie au
DESCRI PTII ©Ns y 8t Amemed de plaquegsalq%est h8W%inlt! 8 a mise en place de
contient des plaques osseuses, sesShaviitSanat phadsS 0aC G enScSadialbd Se-s Ld%e s ¢
syst me est con-u pour | es stabiglsitSogpt@rtatsoidesSs fnred cstolnrte Sp adse jlnadi q
cheville, y compris les fracturggssplhlstiijbrisa peet sdolhtp@)raos”%-on-us p oL
ancrage ou fixation des vis aux ®I
I NDI CATIIBGNS y 8t Amemed de pl aquedku proaudhicshewdarMiecal , thoracique ou
comporte des implants orthop®di ques pour | es indications
sul vantes CARACTERI STI QUES DU MATE£RILIAd&Js DE L ¢
T Les plaques | at®rales pour p®rmopn ®&,ntlse ss opnlta o vaebsr i pgqousk®ts®reon t i t ane
|l at ®rales pour p®ro-m®di heesplpeguedsSApGEL ®xw dans un alliage de
tibia, 1e g laa q®ur easl epso spto@rro t i hoa M&ETHMII8% . pl aques
m®di al egldts semeint sont destin®es ~ °tre utilis®es
pour les fractures, |les ost ®od\MicerS; g8 lg 1l ey g Spf QfaST RS AU DE L«

s

d

f
soudure du tibia et du p®r0n@bHInR0UtRaGnI]:%eé\rht i%s t“®P’ments sont fabr
d'ost ®op®ni e.

e

u

e

0]

di ff®rentes qualit®s dbdéacier i nox\)
T Les plaques " crochets et | esonlygfiyess "®vCall ucadse tpSo uvre rarsOstyirlelr ®q sy
sont con-ues pour | a stabilisation des fractures, des
ost ®ot omi es et des absences de soudure des o0os de petite.
taille, notamment le tibia et MFORMAT]ONS CONCERNANTed 6diMAe ASIT ¢
physiologiques I imitent |l a taille
choisir un implant dont |l e type et
aux besoins du patient pour obteni
-} acumed’



une assise ferme avec un suppotbasd®qgqdaet coBlegugeseekp®mP®Pdeat s c
soit | 6interm®di aire averti enteehhaqgesesi @8p®ratoieepapeeaententl| &sr

informations m®dicales importadbtdAdsumedt énacemedanstye document

doivent °tre relay®es au patient.

AVERTI SSEMENTS CONCERNANTpbEBES$ | MPL
I NFORMATI ONS CONCERNANT LOI NSTRUBENT i | i sation s3%re et efficace d
CHI RURGILEICAE instruments fourniusmeapacfakrteysonmei ssance de | 6i mp
peuvent °tre usage unique oudb@ppiiceaabbes. des instruments et
f L6outilisateur doit consulterrP6@®@MMgne®Peer@dr| 6endipaméhti poute
d®terminer séil est ~ usage GHP§QEt 8L I ®8tFPNsEABIBLEEelsi ®es ~
instruments usage unique p6hAEAE QHeUREi GUEREEI X &@®. | ¥ne mis
symboNe gas réQuttielli sqeure d®cridUrdahts || &i MRlcantosmt i on peut augment
L®gende des -tseystebood se.s  c i de mlgrat!o&. Le patient d0|td°trF

; ; S t (o] i LLS [ en, es

T ll_gﬁt:ln;s;;glmgzts usage unlqﬂ%d%???%h‘es?‘E@geﬁ%{u@Fsgggsgci®s
. o arde compgrtent Iaf)osjbilit® d’
T Les instruments r®“""sab'egr8f‘ieH1Bﬁt HR®Buf&nY G'ﬁh@'?ﬁat'o
Avant et ‘apr s chaque utilisggigg tP%?n‘tBéEerﬁHESsD?@HE‘tr\/??%l
doivent °tre inspect®s, | e c%§8@cﬁ apt r%%urnlﬂi@'éimtnie [ ngU{.imp
pr ®ci sion, IAeur ni veau déusuagcghegc‘)?ﬂag mégﬁm?ggarﬁeag consol
propret®, [oabsence de corroghoBofhyt€& BA'[ALtc®habi Al8tion os
m@&cani smes de connexi on Une ,865¢B1 | PP @PAEt) ®Yl bnk€alOhliveau d
“tre port®e aux guides, embo@b%oﬂﬁaf?'éQ,ts ﬁh-chPéhEnEE"EEin%opo"stl
utilis®s pour | o6incision ou |La F“?ﬁwp?ﬂn?laf_‘é ﬂﬁt‘% ﬁné)éj@é]&t°de$
consignes postop®ratoires peut con
TECHNI QUES OPE£RAEO®OI RE8S hni ques ooup Rruattoiai ¢ement. Les i mplants peu
d®crivant les utilisations de d®&fsymaimensehnhf{fodi dpemsi muéesr Les s
chirurgien doit se familiarisecl avb®s| 6adtetvghgiuiea. atdanhnndoéoutt R
ces produits. Avant de proc®dedgsl eomhbobsanysededoes pygstamebends
familiariser avec |l es publicatidans eoviespordantes Rdt Peengredui

-} acumed’



avec une description des modal du®patddenit| psatdli mhnsansadangée I en
de | 6®valuation clinique pos'top®iauopie deecegessappauvei r empRHMce

'Shellock, F. G. Reference Manual for MadgcmatwtcrReSsonenntcerS/aemtyi,0|nnsp.|arLtes ammlai rur
Devices: 2011 Edition. Bi omedi cal Reseag@)lhtPulpl dshifngyr @gup, 2011.

AVERTI SSEMENTS CONCERNANT LO'NﬁﬁBHNEWTONE CONCE%NANT L61 NSTRUMEN
_CHIRURGI.]ﬁ:AlJr une utilisation ﬁﬁ‘?eu?zbl.%& _'Fﬁ‘g?r ?ne‘h?‘é_tchlrurgic
|nstrgment Acumed,ﬂle chirurgi ) ggli(,eﬁ ol bmupe B?Ffea?bﬁtilis s .
connai ssance de | 6instrument, ﬁp'a?amgh ode QﬂPp'a\/S?P'EP®®td§§
technique op®ratoi[g recommand@ﬁtrgnﬁe?aﬁ u@ghgg WG dis oslitjf.
endommagement_de I0|nstrumg_nt,|g1§|§a?u§§g B‘Pel_le Sbﬂ?af\?%%‘.,ahﬁ‘é'
peut se produire lorsque '°'“SbgHU“aH ERL¢PaUM Fe pdfFSufiNdEAEE. O
des vitesses excessives, un o0s ense ou encore une utilisation
in(c@?g@recte ou i(r;)ap_p:op:ji@e.'Leggg%iﬁ_gn})Hgééh%;stggegefsfti ntfgrimr?(j@gierabl
r rence ar cri es ris s ! s
Eéinstrumenfs. ' qsont |l a doul eur, Iéi%rllgonfort ou de
| ®si ons au niveau des nerfs ou des
PRECAUTI ONS CONCERNANT nlL & ImR LaAn &ﬁgf{?c?Cgf9”U;Spgﬁrgcfﬁvff%?nﬂﬁ;r
doit jamais “tre r®utilis®. LeaiggBE??i'f”,eﬁp%“@bﬁéo”ﬁ%i?\sﬂ“bsse
peuvent avoir cr®e des imperfeghiRessofBeddkcBEYi vENLLE P8I mpPan
®chec du dispositif. I:es 'nStngﬁohgt %?‘()GBhue}r?a'P?B@fb@% delﬁ
recherche de traces dousure ougdQeRfpmRRAEMABL | B8Y WPl ant peuvent
Iout!llsatlon. Prot ®ger | es |nﬁb{gm?nhﬁecp@)g_&?ibﬁsh§§¥5[g§iﬁh I,_e
entailles. Une telle Concen”abbPBs%t?aﬂgw'a@eaupsm SE 1 BAMY
par un ®chec. Les cintrages mulpl E@)ﬁiﬁﬂe E@ﬁv%ﬁ?oé@ E?BHGEFe. L
affaiblir 1|e d|§p05|t|f et ent (|4 p %1uH13?cihfsi @Jcrﬁéc?aIEtpe_u”veQCt €Cnt r :
pr®ma_tur®s de I0|mpl_ant. Des ch§bg@_raEgoH§ WtGP'HEQ'HPééus mo u
m®cani ques et fonct!onnelles d@,@)?ﬂ? il gn sLSu@@,aUHS ®crose ti
composants implantaires de fabbgggﬂ 8 lng @hgggg. Les ®n®P|ces
de |l a chirurgie implantaire peuvent ne pas r®pondre aux attentes
-} acumed’



NETTOYAGE

recommandations doéutilisation du

nettoyage enzymatique ou du d®ter

Nettoyage del dsoiimpplaant s ne doi panti ¢ @lmairsemdnte au respect des i
r®utilis®s. Acumed d®conseille Ildexplotsdyadpe,desn itremp@®ntas ufreyr nias
st®riles Les implants fournis mnomceh®rialte s nast. qui sont souill ®s
avoir ®t® utilis®s doivent sub'Q(Laq,rbrtrsebiitg%r@q,rgtem%q]ltoqﬁliem%ﬂarhqie-at,

suivantes

. . paille de fer ou dbdagents de nett
Avertissements et pr®cautions 3pipncer abondamment | 6implant avec
fLa rest®rilisation des implants$oeraudputrtipa®e’tUueitPakers®e $bDeal
| 6i mpl ant entre en contact avetedesnsagecesnde.contamination
(p. ex. contact avec de_s tissy§®ghg}ogbgﬂf§aniel-s|gggdbﬁggiuﬁe_gr
bi ol ogiques/sang), moi ns quepbgughggggsb Ut ®Vp§@gedgnyg9gra‘%
®t ® retrait® par un ®tab|isse{:nen.t alg]r®® en possession de
N . ) . raite e%)t uItr??ons )
| 6autorisation r®gl ementaire appropri®e. Leée hne oyage doun
di spositif " usage unique aprMa3l @pin®&intiq¥e&Urfen cbinttfa®ds0 HSecad y&Nt
sang ou des tissus humains coRM@Y¥ii@eYyndPeraeRemeeytre kheec un
- |
T Ne pas wutiliser un implant dorﬁ?tﬁlce)ty%]glﬁtfaic;éefgr%)Eg@nisérrﬁ%%ininta%r@§\éﬁgu
Les implants endommag®s doiveshlfppt@e je?®s. ) p" N
. . . 1.Pr®Ha{®er.une SE|HIIOT‘I bf’;\se dobec
fLes utilisateurs doivent porte[j®%|erggmpgruneaouneagre%Eeael%gttoy
individuelle (EPI) app.ro_pr|®. recommandations doéutilisation_ du
T Tous les personnels Ut"'Sateuhétfjgy‘éﬁﬂteﬁ%&ﬁwaﬂ}‘ahbfb@sdﬁtd@?%?
déune formation et de Comp®te”ﬁ‘é?t?’c"‘ﬁ‘?ﬂfrgﬂw%HWeBh@?%spl@@t des i
formation doit porter sur | es H%%QB‘B‘%F@'?EE?”?&\ F%FnB‘@?a?hre, | a
protocoles hospitaliers applicaBheenepa¥YigHeur
Traitement manuel 2Effectuer |l e nettoyage ~ ultrasor
Mat ®r i el osse ~ poils souples, a glesn tmi dneu t neest taouy argod ns.
enzymatique neutre ou d®tergengpigitler® a3baGatmeR’d P3iMplant avec
1 Pr®parer une solution " base dfeauwuchauvidei de.robinesteet ddel deal

d®t ergent ou doéun agent de netteyagea-afei viaales
-} acumed’



4 S®cher |1 6i mplant ° | 6aide déunEsbufffonl exx®dpnopde sefangopou d

pelucheux pour ®viter de rayerslahsuotface.l a surface.
Traitement m®canique T Tous |l es personnels utilisateur
Mat ®riappareil de Iavage/d®5|nfedc@tulnoen,foarg'fbarit' Odle erfe tdt€o yCcaOgP ®t enc
enzymatique neutre ou d®tergent|—r"r1eljt0rré“ad\} A @dwigHPOgt®er sur le
protocoles hospitaliers applica
T Ne pas wutiliser de brosses m®ta
au cours du processus de nettoy
Pr®l av P Eau froi s. o, fUtiliser des agents de nettoyag
robine pour | e nettoyage manuel afin d
Lavag 2 Eau chau Agent enzymathuQStrumentS qans la SO|‘UI|°On de
enzyma robine neutre pH O s, Bettoyage doivent pouvolr tre
instruments pour ®viter | es d®p
Lavagd 5 ranb”incehxfC“ D®tpeHrgoe';t L2Vef N pas utiliser de lubrifiants
: silicone sur | es instruments Ac

E h d

Rin-a ) Foe ou p s o TLes agents de nettoyage et Ies
(> Ao) pH neutre sont conseill ®s pour
Sechald 20 9 0AC s o r®ut|!|sabl_es 11 egt fondament
alcalins soient m®ticul eusement

L . r f in rumen .

Nettoyage de :ll &isngtnrsunmeuwmment s etsuacc?é:sesgfe?es st u.e ts
Acumed doivent °tre m®ticul eus @ﬁt'ﬂétttr&W@Qth&ﬁ‘t' t“ch?t gaux do
r®utilisation en suividerbssbas reé@rﬁrﬂ@rfdé)toluéns@)vdl rmation
sont abriqgu®s dans de 6acier
A ti ¢ t ® ¢ T Tous |l es instruments doivent °t
ver 'Ssemen_s e_ pr cau.|ons propret® des surfaces, des jonc
fLa d®contamination des 'nStfUmﬁB'hétPénﬂ@meﬂ€0@§ipt‘)b§§re avant
it ervention ohi ot ol cat e RETRRIRPREDRL0BAL B hE bblt Fas
lointervention chirurgicale. NgeppaihabssslutPERE nbPtoyantes
instruments colnet ametn y aagvea/nrte raag'enet”éende' nettoyage et les d®si

-} acumed’
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|l es solutions contenant de | 06ipdetfidulchrerausucaaeanthunsesselsut
m®t al l i ques. €& noter par aillelues qoeebadcbticbel déadoéddicsasi on
peut se dissoudre d_ans des“sojfp';lag@$ e Ph®semeRtsdesot al emer
valeurs de pH sup®rieures l1lultrasons contenant une solution
I nstructions concernant | e nettadyasgel/il & eds®gmorfid @etsi proumarmpealmet t r e

1Pr®parer |les produits enzymatieagé&eét|PéssﬂgéﬁpgsdePﬁéﬁ?byh@éns
en respectant | esdiviadteiuars atoudd | tXeshd@rdantMirneut es au moins

recommand®es par | e fabricant5 RBénoeveles [faspr@®manasi enh descer
solutions |l orsque | es solutionpeaediasatanhtresss¢B) Monuemenvu moir
contami n®es. traces de sang ou de souillure sc
2D®poser les instruments dans | &I 8oRGfioRréhegyminrqaétposgas tol
l eur immersion totale. Remuer €bubtéb!l|j&grpungesembhpOHEsPRYHGI T
permettre au d®tergent doéi mpr®gnepecoeresebesnsurfimeass sous ur
Lai sser tremper pendant vingt ¢®0) fmenut é®l ami mat.nsesn HBeet seuill
d®l icatement les instruments 7s{o0gedesdQuneubbessent BAtbse vis
souples en nglon jusquo” ce togeg keni 6®@PF bn d&atsﬁstﬂ@s'.?iSnS@b@”bi
@i min®s. Pr°ter une attentiofglLay Srp?'éiekE@h'enEed%Hﬁmeﬂ?@ sur
difficiles dbdacc s. Preter unecﬂlx( BE'%BSB?B%ﬁtpaé?bf)r e €n8HX
instruments cannel ®s que | 6don nettolera avec un’ﬁ u Ieon
pr®vu ° cet effet. Pour | es rler§§to'}'t’§t,'%r6%|?1%%0%rtj @rp%mle%tgettoya
flexibles:d@spevegetsabondammefanyelsshfantemalive®s

|l a solution de nettoyage pourlPr®paretrolte proadeide soauymhuique
Frotter | a surface avec une bresseeSpe@®caner | pedivlia®teiuars netd ud e | ti
toutes |l es souillures visiblesrdeommasd®bacpaet|l desabentasnt . PRE
partie flexible et frotter |l a sottiatenaveorggeebtessseol ut®Pounset
Tourner |l a pi ce tout en frottaohtpmun®eéassurer gque toutes | es
fentes sont bien nettoy®es. 2D®poser les instruments dans | a s
3Retirer |l es instruments et rinteurabmmdagmenttothbdeauRemuerante:l
pendant trois (3) minutes au mopenmet Pretau dmeeageant dé6n mpo ®Y e ¢
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tremper pendant di x
ment |l es instruments
en nylon jusqué”™ ce
. Pr°ter une attenti
es dobébacc s. Pr°ter u
nts cannel ® que | 60
cet ef fleGut iRleimaatqiuen
s contribue au netto
nt s. Lébutilisation d
|l e rin-age des zone
ct r®duites.
|l es instruments de |
| 6eau d®mi n®r al i s®e
|l es instruments dans
®sinfection appropri
un cycle de | avagel/d
es mini maux SU|vants
toyage et dbédune d®si

( 0o\ + — 4+ 4

tq 1 Pr®l avage ©~ | 'eau froide du robimEt pen

0 2 Pul v®risation enzymatique 7 " eaduSchaud

n € (20) secondes re a u X

nd 3 Il mmer si on dans une solution enzymatique

y 4 Rin-age | " eau froide du robinet penda

6y 5 |Lavage | eau chaud€/ ddu6AFHIL BOtACy 6 4H

s d®t ergent pendant deux (2) minutLFISface
6 Rin-age | " eau chaude du robinet penda

a 7 |Rin-age ~ |'eauAur4igAmelp@dadanwleBilx (1

p € secondes avec lubrifiant en optimpe .

Il 8 S®chage | ' &iCr 2/Ff)a upde n(dlalnét sept | (7) mi

® Remarqueuivre |l es instructions du faabrrl ant

®SYd@sinfection la lettre

SO ESSEeENUT €T S roootrtemnmtr on

nfection, en grofondeur.

Instruction concernant | e nettoya

automati s®s

fLes syst mes de | avage/ s®chage al
d®conseill ®s en tant que m®t hode
instruments. chirurgicaux

fUn syst me automati s® peut °tre
dbappoint apr s un nettoyage mant

fLes instruments doivent °tre soic
st®rilisation pour confirmer | 6ef

-} acumed’



STERILITE Param tres de st®rilisavitba ~ la v
Les composants du syst me peuvent °tre fournis st®riles ou non
st®riles. Num®r o de r ®f ®rence|(g8@340 88480

Conditionnement Dans un emballl age
Produit:lsed ®@ride@uit st®rile a ®— -
rayonnement gamma, ~ un&Ggos@cnYl des successifs de|3 nemen
d®conseille | a rest®rilisation Temp®rature :déexpos 13AC (,QH)O i onn@
mani re st®rile. Si un emball ag o T ; ncide
doit °tre signal® “~ Acumed. Le |[PUr®e doexposition |4minutes i s®
doit °tre renvoy® “ Acumed. Dur ®e de :s®chage 30ni nutes

Dur®e de refroidiss|30minutes
Produit non mai®nsl ddé°tre clalremenl ®WT T JUET ®S
st®riles et do°tre |livr®s dans L &ad @iutrisord mdmdami®est @rainse cien tt Adt
fourni par Acumed, tous les impiahmaustvahsdPamenats abteendrette
consi d®r ®s comme non st®riles éBA§)@FEHUE®s!| papdquenhlgi phrtgadnes
|l utilisation. |l es instruments y sont plac®s corr
fRespecter les recommandati ons Lén duirPeede defir®ddd ssieaeingn d®si g
AORNRecommended Practices foraGarRbkide zReWwai F nmani puler | 8instr
Perioperative ®rachésceqBGetlteasigaomme®. ARSIV e p®r|ode est pr®vue
AAMI STRDCOmMprehensive gui de Maoisptlelaami i on et do®viseer eparc¢cent an
sterilization and sterility as$e@iBaee e ide ANSY INEBMER T 20 Qci | iti es
T Consulter |l es instructions ®crites du fabricant du mat ®ri el pou
obtenir des instructions sp®cifiques “ la configuration de
st®rilisation et de chargement.
fLa st®rilisation " | a vapeur ~ d®placement de gravit® est
d®conseill ®e.
TlLa st@®rilisation dourgence esftydPRIBFLHNS ®BE CONDERVEATV ON dans

endroit frais, "l dabrii de | 6humid

-} acumed’



NSTRUCTI ONS DE CONSERVEArTV €rN
ans un endroit frais, 7 | éabrif de Iﬁhumidit® et =de | &ens/o:
eill ement direct. Avant I6Uti|IS§I§:I0n nspecter T e condl i on-
ement du produit © la recherche si&ﬁ@%“'d%%flﬂ@r’ﬁ"’l“i“oeﬁ
u doéinfiltration dbdeau. Utiliserfes ot s p()lus anciens$ en
. Vorir Ia no I ce
remier .
STERLE[EQ] |St ®ri |l i sation par oxydg d' ®th

DOMAI NE DO APPLd&€Add ©ONment cont [ent — _ : _ ‘
des informations relatives ~ ddsISTRERY uliSt ®rigluiisagéanw emar <rfediation
commerciali s®s ou non dans wun aysS—Sp®Cciftiqgue ouU Tre
commercialis®s sous diff®renteg mad queldiblel <o mhm¥p g we
dans diff®rents pays. Les proddyit peu p
v®s ou autoris®s par | es organismE,EI de\{:{?@%”lenrﬁentdgt$%taqOgue
(gouvernementaux) en vue de | euyr mme ny isdaetlgp ou
de | eur wutilisation avec diff®ren@s i ghcaotlons ou restri¢-
tions dans diff®rents pays. L6LttIR@pr@iseeSntmmodaJdttoSri[@@udans | a
ne pas °tre approuv®e dans tousg e—s—p alesrop@ nnment enu
de ce document ne constitue aucuneﬂuent une publiicii®
ou une sollicitation en faveur |de outFBP'b'dcualntt ou de |l oéutili-
sation particuli re de tout prdqdui, quli toris®
(e) par |l es |l ois et les r glemegnt du ;?Sy% dzle a%fecat'l "I e
lecteur reside @ Ne pas rest®riliser
NFORMATI ONS COMPLEPMENTAIORE S n:i |r ® Ne pas r®utiliser
es documents suppl ®mentaires, vetjrftllez_c_onSU|ter —es
oordonn®es figurant dans ce dgcu nt.|Limites de temp®rature

Mi se en: gR®derv® ° un usage professionnel
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Si stema di pl acche per caviglia 3
materiale. Se si sospetta sensibil
epportuno eseguire dei test pri ma
Louso di questi dispositivi ~— <cont
di sposti o0 non in grad di attener
. . postoperatori . Quest i di sposi tivi
DESCRI ZIIONE.i stema di pl acche qqrss%%\g;glilaa,ﬁ,ctu(gne\p, agli el emer
contiene placche ossee con r el atgi|Vgen nval tvlereteq)crcaqsesocrer\,,lIa|se|lstteonpa5
progettato per fornire il fissaggio nel caso di fratture della c
incluse |l e fratture della tibia distale e de

| erone
SPECI FI CHE DEL I\fTERIAGUEl DImp iMPr tAll

] ] sono fabbricati in titanio commer ¢

I NDI CAZIIIONdi.st ema di placche pgpr MEVAITN AF AT WM&t 3 ega di titani

include impianti ortopedici consqlgeg seguenti indicazioni:

T Le placche per perone Iaterali, |l e placche per perone
FOSt"le"toerha"’ Ien pbtlaccdlhmetde”alg ¢CIRF dt 3t 2pEL PAAFER°CALE DEGLI STH
es_p acche tper :ja |elara s tea _eet ﬂ&eﬁr 14l strumentt.iI sont compost
anscorrimento mediali sono |naceczsleaperI neosssselrdeabl Zatemidti o e
fini del fissaggio di frattur.e sn} obmle e. mancate un|0n|

. . . bS 0 c% p i1t .
della tibia distale e del perone, artlcolare in presenza
di 0sSsseo oOosteopenico. .

T Le placche di aggancio e |e pIINaF ORMA 2 ONalg aE |0!‘JTo|nL|dZeErQWoDELLOI
bl occante sono intese per il df'l”éenasg‘gono' d il St r0d 1019y rCh & d &t i €
e mancate unioni di ossa picddlPd ant@adidyi |l tCihg irau red O 1dovd g B¢

|

pi % adatti base alle esigenze ¢
eci so e un posi zi onz
eRe! Ml chirurgo con

e oqqae”gta'rﬁentoo G Wagl iyt
sut o mol e 0 sensibi

-} acumed’
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A
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i mportante che trasmetta al pateent ehkeechnfarmazhensomeddcbBeonib
fornite nel presente documento(acumed. net) .
I NFORMAZI ONI PER LO6UTILI ZZO DEBRECBURUNMENTPER Ré&éid MPhANTOIl i zzo si
CHI RURGIGI .strumenti forniti ceofnf iiclacei sIeémédi mpsamwin®, il chirurg
essere monouso o riutilizzabili.metodi di applicazione, gli stru
f Loutilizzatore dovr fare rifaermeandahprl 8etfithediarasi ti ¥8cuh
strumento per stabilire se sPrepgttprtai Peh B8F&§FHSIi EPVOOMEBAbLASA
o riutilizzabile. Gli strumeB€ffeméh¥adsoU8ohbhsefi arBtPanPNchbAON
simbolo "non riutilizzare", €886mEoHBREANtPOPHel REHMEB,RHRe!l qupoOs
simboli qui di seguito migrgz@one del!o stesso. I! pazien
I GIi strument.i monouso devonop8§§épé|§1%€ffi{in_&8{)81auﬁrcr!tta' de
singolo utilizzo. avversl _de__ or mptanto. a!l_precau
. . . . .. . possibilit che il dispositivo. o t
I GIi strument i rlutlllzzablllahegﬂgauag g rg‘gsh 6‘|Ea¥16n g%lﬁ‘@
e dopo oghni utilizzo necessg [igigontggt apeo9 bth meatt i
riutilizzabili, ove applicabiSEfzto gLt ¥eq! LEAER ha Fb gtgreé
presenza di usura o danni , | aﬁEBP%’\thﬁjBHEi l 8nat ﬁa H bngegR
di corrosione e | 6integrit g‘ggsmggfgpl-smg glan pléggﬂ@g(}}oo gl
necessario rivolgere partico Al eud FSBZBOQ L & EFbggﬁzapHB‘?ﬁ by
trapano e strumenti di tagligyQ;Uysg B'cHSfiréha EatBepPiopdttio d
I mpianti postoperatorie pu, comportare un f
trattamento. GIi i mpianti possono
TECNI CHE CHI RBRG6bCHHE.sponibili ilmpetdécei thevisualizzazione di <cer
chirurgiche che descrivono gliimmabiniirddiograféemae. Clreompnsahb
del chirurgo essere a conoscentastellapprotedsesiaupeizma, di l ri sca
utilizzare i prodotti. Inoltreambieahkerdigoi denancanmageerticta. S
pubblicazioni pertinenti in matenideinpnobd®ttonsumithirepeol Heghin
gi " esperti in merito alla prooatdlbiazptimandsiosaereza pnodont ival
faccia uso di apparecchiatura RM
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Avvertenze e precauzioni 3Sciacquare abbondantemente | 6i mpi
1Gli impianti che sono entrati PnPdbhfheRbacoWNt mhi drraPeacqua de
contaminante (ad esempio tessufbsBiardypPchinebme i liquidi
corporei o il sangue) non vanéddscisgarkiell dzampi andaomenao oghepahnc
di spositivo monouso sia stato fitmnatiaperdaviunharsetdutgunéfiare
autorizzata e appositamente prTeEeROSARed@d! EomMOotMAat 4¥GoNi genti

a tale scopo. La pulizia di “Rpﬁ'é's@&éhitét"l?ré?“ona’é‘ts@r%é’r?tpg §NEras
questo — entrato in contatto goh sanNgUgepPef§ERLEondAPE con pH
viene intesa come un ritrattamenlog,nico pu, causare ulteriori
fNon wutilizzare un impianto lapgcesest@eddhsiein stpéafidanaeceggiat
Gli I mpianti danneggiati Vannf.P?@BB?'a?'e'una soluzione di acqgua
fTGli utilizzatori sono tenuti adebdegenate. appaecfecrhBiaburae dkstruz
protezione personale idonea. dell dagente enzimatico o del dete
f Tutti coloro che usano i dispoattewvizi deeond etsmpredgquaebpbscat or
dotati di apposito documento cgmptovantdell datgumaei ahéaecbacent
competenza. La formazione devzpprevyedgre |mpshHdiocBal Letrasuor
linee guida attualmente vigentg,;gRyltaf8Maptehbant8@m®Ace 81 mpi
protocolli ospedalieri tn uso 4 purificata. Utilizzare acqua de
Trattamento manual e risciacquo finale
Apparecchiatura: spazzola a sepqlsegiMgahicde i M amMIdNE®n un pannc
enzimatico neutro o detergente fgytaickiC HerPRvOPt&r® di graffiare
l1Preparare una soluzione di acfguatcamdat d méebaniedsddo con
detergente. Attenersi alle is 6 é'jggéhifgtrlrhié:e Qlallurrﬁéﬁpbjtaprﬁuli
del | 6agente enzimatico o del éﬁgieﬁqgtein+§,ng&tersg)agd&)etogir%%ﬁtoéaﬁgu
attenzione ai tempi di esposizione, a a temperatur a, I a
qgualit”™ dell dacqua e alla concentrazione.

2Con attenzione, |l avare a mano | 6i mpianto. Non usare detergenti
abrasivi 0O spugnette in | ana di acciaio sugl:i i mpianti

-} acumed’



|l inee guida attual mente vigenti,
protocol li ospedalieri in uso.
Preavag 5 Acqua fre . pertineﬂnNeon usare spazzol e met'allic.he.o S
rubinet Y%urante | a procedura di puli zia
Detergerqtel Per | a pulizia manuale, utilizzar
Lavagg 2 Acaua call o %5 maticlo nesurrof attanti poco schiumogeni in r
enzi mat rubinet N X . . h : .
con pPH 9 8.5 j mangano visibili nella soluzior
_ Acqua call oy ergente COdnetergentl devono poter essere feé
Lavaggi 5 (rgbllge}\ pH O 8,5 strumenti onde evitare |l a formazi
T Non utilizzare olio minerale o |1
o Acqua dei o | strumenti Acumed.
Ri sci ad 2 purificat Non pertinente
(> 40 A T Per |l a pulizia degli strument:i ri
Asciuga 40 90 AcC Non pertlnentgentI .enZimatiCi e deterge_nti a
neutralizzare total mente gli ager
Pulizia deglgil istsrtumemeariti e gl i radnéeyesti @emmleadtamente dagli st
devono essere puliti attentameftGe iprsitma meealt ir icthtiirluiryyd @, altetvomend
alle istruzioni riportate di se@uwiitt@are | a formazione di ruggine,
Avvertenze e precauzioni in acciaio inossidabile di alto ¢
fLa decontaminazione di strumehPrimaadebsaopsteri LizrrZr QBB il 80F
avere luogo i mmediatamente dop¥eiiféemprechmeheosderréaici, le
procedura chirurgica. Non perméthnéirentne gpirrettamente e non pr
contaminati si daeddiaugphilnei@mr/idmrd8S4¥li @rattamento.
Il sangue o il particolato infeéaesasmi déevonnanodsgeneopnbhnt deper e
evitare |l a |loro essiccazione sgeblazsopertiecteegdalti oosttismaneot e
T Tutti coloro che usano i dispo®ididsinéievbadtesabiemgoari pleatir
dotati di apposito documento cé6mpienante I adiermakPpoReOeal guni
competenza. La formazione devesSspltedee@8ieilocgdiu®@to deuvperiore
pu, dissolvere.
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getto déacqua aiuta a ottimizizareuzidoniroparziloaepuleil tiecaldiegi nf ez
di fficilmente raggiungibili ces®segaememidebee sHPRUIiIGi ap@FQPRERE
3 Rimuovere gli strument.i dall a sakupmandaénzcmmei caieo mezzo per
sciacquare in acqua deionizzatahpeurgimeno un (1) minuto.
4 Collocare gli strument:i in unTepbeblibiidongvapersiadpubnzbakbt e
di sinfezione e trattare con unadidckoosabrdattia puparcvamemahnual e.
seguenti sono i parametri mingmspempbAaatendtbehtamehteagantsie.
una pulizia e una disinfeziones¢eemplet@azione per assicurare ct
1 Due (2) minuti di prelavaggi o cgn acqua di rubinetto fredda

2 Vent i (20) secondi di spruzzo enzimatico con acqua di rubinetto cal da

3 Un (1) minuto di i mmersione enziimatica

4 Quindici (15) secondi di risciadquo in acqua di rubinetto fredda (X2)

5 Due (2) minuti di |l avaggio con detergente e acqua di rubinetto cal da

(686 AC)
6 Quindici (15) secondi di risciadgqguo in acqua di rubinetto cal da
7 Di eci (10), secondi di risciacqud in acqua purificata con lubrificante
opzi on &l6e A(CH4

8 Sette (7) minuti di asciugatura|ad aria calda (116 AC)

Not a attenersi rigorosamente alle i|struzioni del produttore dello strumento

di |l avaggio/disinfezione.
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STERI LI TE

I componenti del sistema
sterili
ProdottiUnstperroiddt.t o ster.i
dose minima di 25,0 kGy d
raccomanda |l a risterilizz
Se |l a confezione sterile
I'l prodotto non va utiliz
Prodotti nMonmtmesntcerdhe .il p
etichettato come sterile
sterile fornita da Acumed
considerarsi non sterili
del |l 6uso.

T Attenersi alle pratiche
"Recommended Practices f
Practice Settings" cos?3
AAMI ST7BCe@midmMehensive g
and sterility assurance
T Consultare |l e istruzioni
del | 6apparecchiatura per
sterilizzatore e alla co
fLa sterilizzazione a vap
consigliata.

fLa sterilizzazione f.l ash

Parametr.i di prevuoto perf lo steri
posso fa) pcseprpe fornit.i st er il i fa non

Codi ci prodotto dei|862340 -2348D

Condi zi one: Avvol to
!e ,Slmpulsi di vuoto di|3 ament
i radi
aziondTemperatura di espol3Xx ster
viene |Tempo di esposizion4 minuti d.
zato

Tempo di asciugatur{30 minuti
rodot tTempo di rafifreddam30 minuti
e venga fornito in confezione chiusa e
., tut i Vgﬁll|i0_fi|mﬁi'apnotrit ad Igln_i(’f‘|sltar d et il as d
e vanfoenyabkidrikzaer dappbhusgenet uialpr/

(SAL, Sterility Assurance Level) r
racco@%%'d%?ecg'g'ﬁ’_ll%tA?)R‘N' tutte le sue pa
or sStdédirtiempoi n rafpseddpeneatové ndica
come $%@?@%$'0V@I_a@|l at(ﬁmm@nadyiv&swwsmatur_a
uide Mevémeamagi enel i 784l eohntervallo -
in he@3asshi Warei ucezzajien fase di movi n
scru??"?o?%“&%mH%?ZbQ%%ut?%?%“'tare A

i 3¢Fugfend 8§

| e etative allo specifico
nfigurazione del <carico.

ore a spostamento di gravit”™ non

non raccomandat a
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| STRUZI ONI DI C O NCOENRsVEArZM &OMN& . i n =
l uogo fresco e asciutto, |l ont ar 2
Prima dell " uso, ispezionare | a . ) ) )
assicurarsi che non presenti dd E Consultare le istruzioni per
contaminazione da acqua. Usar e f A -
VECChi ttenzione
Sterilizzato con ossidg di et
APPLI CABILIpTé&.sent. i materi ali ¢
informazi oni sui prodotti che g Sterilizzato con radiazZioni
meno in determinati paesi o0 ch = _
di sponibili con marchi diversi - Data di scadenza
possono essere approvati 0O autd i
governativi preposti ai fini dg Numero di catalogo con
|nd|caz!on| O restrizioni di ver Codice lotto
prodotti potrebbero non essere h
tutti i paesi . Nessun el emento )
materiali va inteso come intenzZ Rappresentante autorizzato ne
soll ecitare un prodotto o | "us
modal it” non autorizzate dall e ‘ Produttore
Vi enti nel aese del |l ettore . . )
9 P Y Data di fabbricazione
| NFORMAZI ONI SUPPREMENTARI eder & Non risterilizzare
ulteriore materiale, consul tar € D
riportate nel presente document ® Non riutilizzare
,i' Limite di temperatura massi ma
Attenzione: Esclusivamente per uso profess

-} acumed’



Enkel pl aat systeem 3

veor heaet materiaal. Wanneer het Ve
ratitni overgevoelig is voor het
aan de i mplantatie testen worden
zijn geodnteard bij patiztnten die

betrekking tot postoperatieve zor (
BESCHRI JWeNGAcumed enkel pl aat sgypsytod e nd kDeeVz%thulpmlddelen zijn
botplaten, schroeven en accessdcichgSoefhbllv eSsHtSitgsienny ioSt bresxta&mde aan
voor fixatie van enkelfracturen,pemetkel|hegraind gved nc efrryd cctau re€ Nt Vhaohr ¢
di stale tibia en fibula.

MATERIAALSPECIFICATIESDeI M PripAl NaT rAtT &
I NDI CAHIeES:Acumed enkel plaatsystiggmy3 qR¥AYi g van commercieel

orthopedische implantaten met doeveVrOe|egnesntde%rﬂ|%dg' c,ﬁaettleAsSTM F67 of ec
T Laterale fibulaplaten, post erooleateeernasitee nfmibnugl anpelta tAeSTTM F 136 .

posteromedial e distale tibiaplaten, posterol aterale distale
tibiaplaten en mediale platenMATeEr IAAq_rSkPOEnEZ'IanI 7Nl sl I H I IRUSRGI s cit
zijn bedoeld om te worden rNUS'TthU MEONBT ,\p tru)?nenetevaujn gem
fracturen, ostejcmncmmlsej/raneruien e%’ %Ih(?lle dae % MWaliteiten roestvri
fibula, met name bi|] osteopend||ee zZzijn beoordeel d op b ocompati 'l
T Pl aten met haken (Hook Plates) en platen met een aa voor
een stabiliserende pen (Lockin PegK Hook Pl ates) * ) )
bedoeld voor fixatie van +r acxEBRY, So'sNtFeOthW||eE+n|D"BPnLAWT|‘Ad—|ENg'S‘
unions van kleine botten, metdfiMmeddgr9ieg PP ed & et bwlaJk en Mt e v
worden gebrul k De chirurg dient
die het best ee komen met wat

t.
CONTRIANDI CATIlomlSiirnadi caties voor jBgh ﬁXﬁ%ﬁ@mng\é?‘z)aSS|n een st e
actieve of |l atente infectie; semsidSoie n&den oothteOresrtee'uknqnndge h|_|00eev\,\,eeql}"tjeE
of kwaliteit van het bot en ovVesrcoheakOed! ijoh eiyds sveann ndee Vperkoey uckce! &g no
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de belangrijke medische informdeiehdrergnodi vodoattmaandwandt het
gegeven te worden medegedeel d @man del paaahtet publicaties en ervar
aangaande de ingreep. De chirurgis
GEBRUI KSI NFORMATI E CHI RURGI SCHRBP| RETHBRENTENYEN Acumed (acumed.n
I nstrumenten die bij dit systeem worden geleverd, kunnen
bestemd zijn voor eenmali g gebWAARSECEHUWE NGENKBEZRERFENDEVO MPLANT
hergebrui k. een veilig en effectief gebrui k va
f De gebruiker dient de producgfﬁﬂgi&avpétbpﬁwﬁefelﬁsif‘ufﬁéhth?é
raadplegen om te zien of ditteenaspasnoamenhhodsenr E&nmAptgument
gebruik of voor hergebruik béehitéetvfgipabertmennerkvyepPr het hul
eenmalig gebruik zijn voorzi@ﬁsflaﬁdeéﬁméglﬁboépgﬁﬂoﬁpaﬁﬂéﬂg doo
opnieuw gebruiken' zoals besétMPEVEAI DR)dei vBRRMaBEWHCHARN Het d
symbolen hieronder. activiteit. Door onjuiste plaatsin
f I'nstrumenten voor eenmalig géB”'PLF‘EtMéFeH’Oﬁg_‘egﬁmEPEg op Ios_ra
gebrui k worden weggegooid pati tnt dient, i voor ur schrif
. . esteld van het ebrui k, de beperk
f Herbruikbare instrumenten heﬁpﬁwe RPn Eﬂe(/ﬁhgdf?v?%ﬁfj%”\faat. D
V.-r en na elk gebruik moeteg,g %BEEPE Eﬂ%?d'ﬂﬁErHE‘? hGMpmiddel
i ndien van toepassing, wordeRepCRUNhmPUael InPBiSEBEUPIS gerixe
shijtage, beschadiging, Ju'SbﬁnwsFe GbhAfni RO EBBFCoGBr MEli bBIA
zijn van de verblndlngsmechaﬂbf,mp chEEmMBeEli PR BARMRet dragen
aandacht worden besteed aan 'n@f”?%EQSB??;S?C%]ﬂphOB&PEb%B?e wor d
en instrumenten die worden ggRIVLKLGYBOLoRELI $ALE LGN /0eBE8RYcons
of het inbrengen van implantgLgBi|edige genezing, en verder de
zenuwen of weke delen gerelateerd
CHI RURGI SCHE TEEHNEZEKHBN:chirur pifsvehede aanwezigheid van het i mpl
technieken beschikbaar waarin hetwgebeoni gewanrdchuwgdstdaéemdwordhe
beschreven. Het is de verantwobndéelrugkhebsdbeanetieeotderpogtomerat
voorafgaand aan het gebruik vadedbebapdeliuogekawnwefalteowdDber de
zijn met de ingreep. Het is bowentoemhsdbevetantwoordebpj khdidlvog
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worden weergegeven en/of niet zmphtbaamtzbmponPeteaompaneneeschil
van deze systemen zijn niet gemestbl bprgeskhghemdchapwarcmingnofun
mi gratie -omgeenndRI VergelijkbaHetpiedmogehi gkjdawede voordelen v
getest en daarvan is beschrevenmpbantbptopchekelrbgéejwepzbi kudeenwne
worden gebruikt in postoperatieabetkdentis¢eld ohddezowbrdear bwpaMBDO
apparatuur debrui kt wordt het i mplantaat te vervangen of alt
'Shellock, F. G. Reference Manual for MayaetdienRess@hanp Btaa &¢tRe 8l nkpil @ntismpalnant at

Devices: 2011 Edition. Bi omedi cal Reseaoﬁlggwlbldﬁhing Group, 2011.

WAARSCHUWI NGEN BETREFFENDE CH'iBBEk%@@%M ATRESELEN | N _VERBAND ME
INSTRUMEI\NToEd\lr: een \{elllg en _ef ECRUE |§@ﬁbEr Ui NkSTdeiJlrMEu\ergEle
Acumedstrumenten dient de Ch'rv&gtv% REURY b6 2bbRmAtl ghBEbruik
instrument, de toePass'ngsmeth% FpElkee Eaapegataere belasting/s
chirurgische techni-ekhadastaluss _éfEH eRheden Z-é ontstaan, waa
weefsel schade, kunnen optredenf i n_eegot heg ob G§§tbpg akbn [ a
Spe'hﬁid ‘Iia“ een igs”ug"e ‘a bk h ﬁb?h%r g%\é’ﬂe?ﬁﬁbguﬂabw?a_g‘éﬁr?
o] gebrui voor andere a e ; +n t
bij voorkeur schriftelijk, op ggpﬁggg{ggtgg\%éwggh g[e]lgpe}((lj \bgﬂ !jg
risico's die aan dergelijke instrumenten verbonden zijn. o
VOORZORGSMAATREGELEN I N VERBANB! MWERKI Me®NT i j ke bijwerkingen zi
| MPLANTAH&MN:i mpl ant aat mag nooalbtnod'ﬁnizﬂ?u%e\%aoarrd%onrdlngen en_schade
gebrui kt. Door eerdere belastiﬁafs GHhAT S %%nkqj%\n nwezigheid vian.
onvol komenheden zijn ontstaan,o 5 b Frr%%ma‘hu !pl Odderlmakt'nge actl
falen. I nstrumenten dienen VOOPHEE A '%%ngegrbeb4'uﬂ Q[f fenlnc
gepunspecteerd op slijtage en bbtl 389%?né%rﬁ.heztor'gmperavnotor td"}treé(rer
geen krassen op het implantaatzk[)}n R n Iaqn%zra'c-}ﬂe hnan ep nng

in het implantaat worden gemaa%t”lp !e?%%"f”inzskree%rg z |nge|n nner
kunnen leiden tot implantaatfafE0."Dp5¢! ¢ 'tjoqkhe[eneavc e 18 ulefiNg ad d ¢
buigen kunnen ze verzwakken, wgfeﬁg]h'?%?%r@rn atcott'eonoll de‘jgenbreAI<a‘<§1n\'\’€
van het implantaat en fal en vaﬁeﬂe?p?ﬁn%ﬁ'a%ttraaautma Cko%|nehredn Var:at L
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botnecrose of botresorptie, weellamrdmatctroeehefvelkeehtke ngenezing t o
gevolg hebben. Benodigdheden: Een zachtharige bor

en\zymatisch reinigingsmiddel of ee
REI NI GI NG: pHO8, 5.

. _ ) . 1Bereid een oplossing met warm | ei
Reiniging vanl mmplaarntadteenn :mogen ofi erteionp i vywmi ddel . Vol g de aant
worden gebrui kt. Acumed raad r eivmingihreg warnz ysntaeriiselhegaled nérgd evgs mi
i mplantaten af. I mpl antaten diegribetui kt eriveln; whreda re egle ldeavae bd je s g
niet zijn gebruikt maar vuil zijcnrgewaredén.ocomaatedn iviglsgdnsl,da emg
vol gende aanwijzingen worden bekamdelndratie.

Waarschuwingen en voorzorgsmaapRwagelhen i mplantaat voorzichtig me
f Het i mplantaat mag niet opnieuwtwaltweh géssehurepsderdeansghegsr
in contact is gekomen met verohmpkARtgkad. materiaal (bijv.

contact met biologisch weefse83 Spoedl saeti tcmphamavhaei grohtieng/ met
bloed), tenzij het hulpmiddel gyeeuieenmalwbhgoticgErbkuekdDWwater
herver wer kt door een bevoegde igps)taelhgng die hiervoor de juiste
vergunning heeft ontvangen. RebpPbghNBeY @M mpfAnBHRINMERL eBRt sche
in contact is gekomen met mensgl,i k a@%%ﬁdoﬁfhW?eBﬁﬁérvlak te vo

i mpliceert herverwerking.

T Gebrui k geen implantaat als het, implantaat o ervliak is
beschadi gd. Beschadigde impIaglttartae_én)or(]j?erﬁ%rnvé)repw%vrolpd%% ) )
weggegooid. Benod|QQheden: E_en_ultrgsoon reini
T Gebrui kers dienen geschikte p%%%%%ﬁ'iojs%% re_lnl.glngsmlddel Of. ee

. ) p . pmér king: Ultrasone reini
beschermingsmiddel en (PBM) te rargen. .

: . toebrengen aan i mplantaten waarvan

TAIll e gebruikers dienen bevoeggeggﬁggingg_l te zijn met
documenten waaruit de juiste fgl(reigin%e%n vPIgolerrlldem t warm | ei
bekwaamheid blijkt De opleidl'nﬁ Slgn ooﬁpdgdﬁu giggr v%n "
toepassing zijnde richtlijnen & h gﬁéﬁagépggrm'enehét Rudaf§ 2an

. . . van e enzymatische relnlggngsml

ziekenhui sbeleid te omvatten ) .
gebrui k ervan besteed daarbi]j S [
-} acumed



correcte blootstellingstijd, Reimpiegianguvan wiam®tr kwmémnt €int e@n ac c
concentratie. van Acumed dienen voorafgaand aan
2Reinig de implantaten ultrasoWesedng@@ueieMidedd mi welmaans de richt
15 minuten. Waar schuwingen en voorzorgsmaatreg
3Spoel het i mplantaat grondig MmOhtgemdéepongseandhebb)yuokbare inst
gezuiverd wat-ef . g6ebirvekdDiwatedi eabrddeectaanatafronding van de
spoeling. vinden. Zorg ervoor dat verontrei
4Droog het implantaat met een sKHBHAEDN Qééﬁzﬁe@ VWOprCheﬂn@\t/grquee' Mio%kedk/ he
om krassen op het oppervliak teOVy8bMRbm@nbl oed of andere resten
Mechani sche herverwerking ge S?L?ZE ifgeveegd om te voorkor
Benodigdheden/:deRseiimfiegcitnigesapparaaAt\ppen een n ptragaj_' b
enzymatisch reinigingsmiddel 01aT éér? rgeeLptrrué&Ierc?et.%reﬁeems rﬁe\/toeegéjnpE
b HO8, 5. document en aar ui e ui'ste _ople
' bekwaamheid blijkt De opleiding
toepassing zijnde richtlijnen en
ziekenhuisbeleid te omvatten.
Voor was 2 Koud | eidi n.v.t. ﬂGeerik gee.n meta!e_n .borSteIS of
het handmatige .reinigingsproces
Neutraagl . . . . .
Enzymwa g 2 Warm | eidi enzymatiscp:JGeerIk v_oor handmatlge. reln.lg.lng
pHOS, 5 opper valcatkiteevee stoffen die weinig
W o gl pet instrumenten in het reinigingsmioc
Wassingd 5 ar(': 10 AC epkgévgsens M*Reinigingsmiddel en dienen gemakke
” - afgespoeld te kunnen worden zodat
ar m-ol i i i i i
Spoel | ) gezuiverd — reinigingsmiddel en op de instr ume
(> 40AC T Mi neraal olie of silicone smeer mi ¢
Drogin 10 90 Ac nov.ot. -instrumenten worden gebruikt.

T Enzymati sche en reinigingsmiddele
aanbevolen voor reiniging van her|

-} acumed’



erg belangrijk dat alkalische rfelimmsgéemigemstdidel evVognroimdioptwdrgdgeem
geneutraliseerd en van de instrwonemdehewor deprtaktgaspaeime. e
fChirurgische instrumenten dienf8f §HERENHUL A Q
om roestvorming te voor komen,
hoogkwal itatief roestvrij sta

TAlle instrumenten dienen voor
worden gepunspecteerd op reinh
verbindingen en |l umina, juis

T Geanodi seerd aluminium mag n
bepaal de -rodi iegiimdsecterende
sterk alkali-eohdesenhegtegsen
oplossingen die jodium, <chlo
bevatten. Ook kan de anodi sa
pHvaarde boven 11 oplossen.
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Gecombineerde handmati ge/ geaut o
reiniging eni ndsetsriuncfteicetsi e

K . . . . 1 Twee (2) minuten voorwassen met |koud |
l1Bereid enzymatische en reinigi
fabrikant aanbevol en-t@ganpreuiak suwy 2 |Twintig (20) seconden besproeien met e
Verse oplossingen dienen te wo leidingwater
bestaande opl ossingen sterk vV e 3 E®n (1) minuut weken in de enzymoploss
2Pl aats de instrumenten in de el 4 |Vijftien (15) seconden spoelen netZ &ou
VOlledlg OndergedompEId z1 ] n. 5 Twee (2) minuten wassen met de-te?dqens
zodat het detergens met alle o 6 6AC)
komen Laat gedurende mini maal — -

6 |Vijf 15 d [ h
Gebrui k een borstel met zachte tiftien ( ) seconden spoelen met ¢e
instrumenten voorzichtig te re/ 7 |Tien (10) seco ”de“ spoelen met ggzuive
resten zijn verwijderd. Bestee smeer mi d@®&IC) (6 lijk
berei kbare plekken. Besteed sp 8 Zeven (7) minuten dr of@n met hetle luch
gecanul eerde instrumenten en Tlopmerking: Volg de instructies/ van de fabr
flessenborstel. Opmer ki ng: Geb|desinfectieapparaat nauwgezet
reinigingsapparaat draagt bij aan een grondige reiniging van de
|ns_tru_menten._Met een injectl é%ﬁ'fé'mgtfigvgéreafttr@iah gluﬂﬂfﬁ'e5|nfe
moeilijk bereikbare plekken e I cht aaneenst|tend
oppervliakken beter worden gesﬂg}gpa'tomatlseer e systemen voor TE
. . ni et anbevolen als enlge reinigi
3 Haal de instrumenten uit de engyl@?pﬂﬂqgﬁl[gg en spoel i maal
®®n (1) minuut in gedeuoniseer% water . .
4 Plaats de instrumenten in eenﬂ enhgiautomgtlseerrd s%/streeeim ikainnv
: 9Fe v sﬂ?&B bﬁ hAAd m& r?ge rneigniggi
-/deS|nfectleapparadtdeesrlnsftee:lt|tﬁatpprae|araltgumgs . ‘
op een standaard cyclus. \%een' '?—Js'fn'innﬁnQan?Qr' méENe VPO gt gaar
essentieel voor grondige I’EInIqu’1rg eh QGEEPRAPEC greirtqgom ervoor te
worden gereinigd.
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STERI LI TEI T: Parameters voor een stoomstlerilisa
De componenten van het systeemelkunnnaoan octarial naf niat
worden gel everd. Onderdeel nummer {82340 &8 480
Conditie: Gewi kkel d
Steriel BPpemdutceri el product is -
mini male dokGy yammasStoaling. AVoorbereidende |3
opnieuw steriliseren van sterieBlootstellingst|(13% ster
verpakking is beschadigd, moet . . en
gemel d. He t product mag dan nieBlootstelllngst4 mi nuten
worden teruggestuurd naar Acume|Droogtijd: 30 minuten
Af ko&l tijd 30 minuten
Ni stt eriel MAlrloduicmpl antaten en i mMSTruUmMenten dl enen

al s -sntieerti el te worden beschouwdpenwa®rodeard giam ndde zaea nt atheel r wiek t egenw
door het ziekenhuis te worden gashmeiéisegird,zitjem zgdv adlUiiddeeelridi k oic
aangegeven dat een implantaat sterieiteéist ®eqarmedtiienieveenau (Steril i
ongeopende steriele verpakkingveRnedcyg mgdl ademetlreavyerwaarin alle
fTVolg de huidige fAiRecommended Praafikoes tfi¢grd Steemiliszathiaanr idre ge\

Perioperative Practice Settingsédoygainj deeAORNoecaf AASI / AdMI gebr ui

ST79: 2Camprehensive guide to spgamomérvodzaveéioni gngebrui k en v

sterility assurance in healthyvemsetfa@chil gthgs.zie ANSI/AAMI ST7
T Raadpleeg de schriftelijke instructies van de fabrikant van uw
apparatuur voor specifieke instructies voor uw sterilisator en
wijze waarop die moet worden gel aden.
T Gebrui k van stoomsterilisatie met zwaartekrachtverplaatsing

wor dt ni et aanbevol en.
T Gebrui k wsaerilashti e wo.rdt ni et aanbevol en

-} acumed’



I NSTRUCTI ES VOOR OBE WARI k& el e,

droge plaats bewaren en niet bl
zonlicht. Inspecteer voorafgaa - ) o
productverpakking om te control E Raadpleeg de gebruiksagnwijzi
intact is en er geen water in i
oudere partijen eerst. & Let op
Eﬁﬂa Gesteriliseerd met ethyl eenox

TOEPASSELI JIKIHEEI at er i aal bevat
over producten die niet noodzal [STERLE[R] |Gesteriliseerd door middel va
verkrij:gbaar zijn of in verschi = ) _
verschillende handel smerken ver P Uiterste gebruiksdatum
verschillende | anden kunnen de
regel gevende overheidsinstantie Catal ogusnummer
vrijgegeven zijn voor verkoop d
verschillende indicaties of met Batchcode
Het kan zijn dat de producten r ) )
goedgekeurd voor gebruik. Niet§g Gemachtigd vertegenwoordiger
worden beschouwd als promoti e ]
verkoop van producten of als e¢d ‘ Fabrikant
gebrui k van producten op een bes \ﬂ d e d
goedgekeur d woennderre gdeel gueevti ng v an Productiedatum
waar de |l ezer zich bevindt. @ Niet opnieuw steriliseren
NADERE | NFORMATIdE: in dit docun ® Ni et opnieuw gebruiken
verstrekte contactgegevens voor »i' 5 p
aanvull end materi aal ovengrens van e temperatuur

Let op: Uitsluitend voor professioneel ge

-} acumed’



Ankel pl atesystem 3

enhetene. Enhetene er i kke ment -
bakre el ementer (pedikler) p= cer\
ryggrad.

BESKRI VEASKEMmMEe
beinplater, s
av ankel brudd

ds ankel pl atesystMﬁJ%R' AlhhES ! dFd (KASJONER FOR 'MPL{M
kruer og tilbehBr .| MPygand @ei® N ef e djaPreet afVor“:‘fml”](esresr'iG
, inkludert brudd el"delrsttdlteantlle@ilegao“gg flildul ASTM

| NDI KASJ@NERieds ankel platesystMALE 'ArH@lPEébeKASJONER FOR KI RURC
ortopedi ske i mplantater med Igf‘esn TPEﬁRééjuénr?@rtene er laget a
T Later al-rpel eftlebrulapost(3|crlot'=ltaetrerala 3 |tn:JIum og pol )limere: gqu;v?rse
posteromedi alpe adtiesrt,a |lpeo sttiebrioa a?e #e gl gt Pleo ompati : ! et
tidpllater og -medskhyeniamgspl ater er beregnet
brukt til fiksering av br udd,BRUsKtSd NFORMAS ICQN  nFdORUFri BbPnioeA M TgAvTS: k e
di stal tibia og fibula, sbrl idg mMeed jloae rp ierdnisesnssee.r st Brrel sen

9 Krokplater og krokplater medblr—|u§‘eetS p KU 8EN M Vel WEe diedg tA WP ¢

brudd, osteotomier og nonuni elfr‘adsn"‘?t'blelenr IC’l""nsk'Ieu”oteer”ts thieghjogy
og fibul a. p assering med strekkelig stBRtt
mel |l oml eddet mellom sel skapet o0g |
) ) ] medi sinsk informasjon gitt i dett e

KONTRAI NDI KASJoONtErRai ndi kasjonepakpppngysgt embruk
er aktiv eller | atent infeksjon, sepsis, utllstrekkellg bei nmeng

el lkevral i tet, -ebhmer bm8teeval f B somhet Hy i det

mi stanke om material f Bl somhet, SRWA< J\IJ:OtRéVIAteJOt sFOfRBrKlRURG|SKE L
i mplantasjon. Pasienter som ikkél Sdi Umentjenge g50 nbrl egvre I (fiSe Mmed  gdieg
- fRlIge postoperative pleieinste"NBKENIrS, b Ik ked d t8rTa i9d RiNP Utk - f or di s
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|l ese merkingen pbivhnsknumgetetvfdettesempimant at et .
er for engangsbmukighkeéeengjenbaukenhesenumenkeer
gsbruk er merket- medoet f Mgei ekel 6pehbkekesag og/ el
beskrevet i symbovVBEodkkeaenngkhnimedenfovektbel ast
til engangsbruk! 8rRaPPkEeEsdes epPeé&teht A¥isri pPpPLR
grunn av forsinket beintilheling
instrumenter hafI Hebégpenﬁgtmﬂ}bQEFFSn fZRL 8§r
gangs bruk m- gje f 3&8% el ?Fpﬂﬁgn bfurgrs tra
for skarphet, sli h]sée g‘k’EH@,SFrk Pﬁ'EQEQFBangd
man m- kontroll 9RoBPP Eﬁﬂﬁﬁghvgwg 5% nstr k
Ta spesielt henszx'ffﬁrggﬁ & §{eb": B8 bgggg mi
som brukes v LRIEEERESelDEYTRRPLAARRPERFLLEL
i kke blitt testet for sikketrhet,
TEKNrKKBR:ske teknikkenjnpgsomignende produkter er tes
en av dette systapetdadrdei kahenogakedg. sPRkeft |
ar -~ vbre kjent wmed mrRe:gdyren fBr bruk av disse
tillegg er det KkishdiN@€MN S FAINGS Vel eren¥ & 'vin Kal € Ndr  MLgth e t
ikasjoner og r-~dbdvrieessegoimerdierdnar Bieomkdilchle gRe s e a0 mh
bruk. Kirurgiske teknikker finnes p- Acumed
umed. net) ADVARSLER FOR KI RURGI SKEFbONSa@RUMEN
instrumenter fra Acumed skal kunne
| MRUAMNTAT :mpl ant £fdtekd k ¥ Mpti@nem- kirurgen kje
rygg og effektlvdﬁ‘lqtéﬂbﬁhf‘aktﬁuk{;éh‘fjéhﬁetekni
dt samt bruksm-téMebgre¥RnNnaRBErRAIDENRIirliPgi SRY
enheten. EnhetenbéepkiRkbekoREHKUEPI fbKe-eff &
, vbre lastbbprenbBekkperetlLpe baerakaden &8ktevi
etting av enheteMalUAber . i mplahtekrhgtkht, e r
at den | Rsner el N&fTrimgpeérEFr. Pasienten m-
skriftlig, om bruk, begrensninger og mulige

-} acumed’



FORHOLDSREGLER FOR
i kke gjenbrukes. Ti
medf Bre at en enhet
slitasje eller skad
hakk Sli ke slitas]j
flere ganger kan sv
i mplantatbrudd og s
funksjonelle grunne
i mplantatkomponent e
i mplantatkirurgi vi
ell er kan svekkes o
for - erstatte i mpl
Revisjonskirurgi fo

FORHOLDSREGLER FOR

I nstrumenter til en
slitasje kan ha fBr
svi kter. Beskytt in
slitasjepunkter k.an
Bl VI RKNI NGERge bi vi

uvanlige fornemmel s
av implantatets til
i mpl antatet kan opp
vektbel astning av e
overdreven kraft -
Il mpl antatmigrasjo
Met al |l f B somhet,
fremmedl egeme so

p
n
hi

i
m f

I
d

T TS TS OO0

g
t
s

-

> 0w n o

[~ o]

MPnp A NThA TaBERenra tsekkdlal e kan forekomme. | mplantat
ligere slikaspuyegkah haatifiet kbanl mddf Ekeeskadpg
svikter. |l bet numénbee ekbkerkbeinokkeresjbar
r fB8r bruktiBéaskyng.i mplantater mot riper og
punkter kan fBre til enhetssvikt. i bRBRye pl a
kke enhetemngsneg | kaggfRre til fRrtidig
i kt. Av metallurgiske, mekaniske og
anbefales| gl ahkhkeradmgPahiihg®enrdesrkal al dri
fra ulikeaphdyseRbeFal EPrdRkENEe G Rring a
muligens GtkkeimBte, pashbabheB? EBMVPRBUBIBEEY
er tid, nogrgRm nhdRendi goiBf FPYLSMLGEEKITUE
nt atet e"?ﬁlﬂ%h@%? alternative prosedyrer.
Implantati[ﬂvgrrs\lélr(eoldv?glrhgldsregler
fResterilisering av implantater bf
KI'RURGI SKE ll\lj%ﬂleﬁ\M"%'\éT%R blir kontaminert (for
angsbruk m-gglndri oBhpekes kR /BHY bld) |, Timkldl $§ & r
til defekterpp,sQmekan medfahreiatg ughr§shel ar
trumentene Mol figR & i % ki ehithled 2O Mot! idks
fBre til enhglghigiskthhet etter at den kommer
el l er kroppsvev, utgjBr reprosess
kninger erqpsrmertakeubenpaaneht ef dersom over
r og skade pmpneamtearn egl Iskralblkhtssaevw esom f BRI ge
tedevirelsqpelylel ckishh 0 liklel YRSt Blet S nl 7
t= p- grunﬂAz\fe é)_errq(re.erveenk%ﬁtlvv”tee I| vsaer
het en, uf ull t |.t¥t|lh{l| %té:'lletk agt quttg
i mplant at et Lpg)j;bll'ir?nsogttior{ng@ ans e
g/ eller at i" M Inér{]tgastétnjleliSnertaknegr?r oereocgmlﬂéa
tologisk, MRPHERhHlsRresrépehbfhdtiv reaksjon p
lge av impUanstgsjoMybvb@tsteemm8ygtralt enzyn
nBytralt vaskefi 8del med pH O
-} acumed’



l1Forbered en I Bsning med varmtMespamnmingk apnosgsyvaskeggi ddel
eller rengjRBringsmiddel. FRIgyupsugksanpgdprééneeénredésanfektor, nB
produsenten av det enzymatiskeefign@i®hgsmsmdsddetetee! fBgyst.r al t v
vaskemi ddel et og vbr spesielt onpnmerksaom - _ri ktia
eksponeringstid, temperatur, .
2Vask implantatet forsiktig fo er
skuremidler p= implantater. Forvas 2 Kaldt spr /A
3Skyll implantatet grundig med Enzymva 5 Varmt spr| NBytral enpwamatni .
Bruk deionisert eller destil!l pPHB8QS5
4 TRrk 1T mplantatet med en ren, Varmt spr| Vaskemiddell e d
overflaltoen. vask ! ° (> ~0O) PHB8OS i
Ultralydprosessering Varmt dei
. Skyl |l 2 eller des 1/ A .

Utstyr: UltralydrengjBrer, nByt (> A iddel
el l er nBytralt va&8slikemiMeéd&l: réd -
kan fRBre til ytterligere skade L ka, 40 SRC LA har
overflateskader. InstrumentrAagm&dshgumetnitiebre hofgr s k
1 Forbered en | Bsning med varmtr spgjRO¥ENGr e@dV@skemMi gidehbruk i fR
el ler rengjRBringsmiddel. FRlIgapv hkspabebalinggpgeqsr |
produsenten av det enzymati sk b\é i@rinﬂ?midde?et e??gerrkb .
vaskemiddel et og vbr spesieltﬂ E FEE”) eh]!—'ngiEEiEJen ru a{edl
eksponeringstid, temperatur, v? }/% 'Fet’ {zg ? g ﬁ%?égrﬁ a €

. . ul | rt. k | a ont arnel gejrBtre| ni gr
2RengjBr implantater med ultralydgl o@p88briagM BYEFE€kytende bl oc
3Skyll implantatet grundig med d¢ioBrserhiadberadeget!/ terkevyapn
Bruk deionisert el l er destiIlﬂa%\]|¥3agpu((gpesi5§tap %lﬁ}’blikoglifiser
4TBrk implantatet med en ren, mpkplbefhig bhukompetangBngoOppi PET v
overflaten. retningslinjer, standarder og pra

T 1 kke bruk metall bRrster el l er sku
rengj Bringen.
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1

|
1

Bruk rengjBringsmidler med | avemkesmmendéj eensetdeiWbfosepesielt of
manuel | rengjBring slik at du kahgsgengers$tgememrederi Vbr spesi e
rengj Bringsmiddel et . RengjRBRringampytdeeteminbetumkunre oskgylrkagj Rr
av instrumentene for = unng- réshaekebBrste. For eksponerte fjbr
Mineralolje eller silikonbaserM@kampepemidl PYskall PkRETBKERE S ME
Acumedstrumenter. rengj Bringsl Bsning for - skylle
Enzymati ske og andre rengjl3r|nggﬁf&fQF?&emeﬂﬁﬁprgkrEHESPBrStelI
nBdvendig for rengjRBring av gj h PgHBﬁFQgiﬁ§?b %85{ € ePgePd
svbhbrt viktig at alkaliske r engPﬂTf" §§mpgl gf" g Bpﬁﬁﬁ b? en mi
nBytralisert og skylles godt aggnﬁghfg%gﬁtéhéy : 9 or - -~ sl re
Kirurgiske instrumenter mn- tﬂé&esghrunaig for, - hindre |
rustdannel se, ogs- n-r de er k ng abnﬁﬁ gg?&fﬁnFugpfﬁbé{ s@LprT

. ) ) mrnst tre Y mLphutter. rr spesi
Alle instrumenter m- inspisereg L0l ecFFPREePVSE fb?hﬁren|§EF899e t
| umen, riktig funksjon samt S'Hf“giﬁnb@FiGS g}n?rﬂhgir_sere .
Anodisert aluminium m- ikke kpmmgg i kaptakbnPeAeVi S8 ultralyde
rengj Relilnegrs desnnfekslonsIBsnlnrgeenrg.j qui“ngg_‘slsetsenrikneg helt under VveE
alkaliske-ogancgejsﬁirrifnq:]lesjonsmidleoreveel quri leBSdrbilrle ersiik at _ren Rri
som inneholder jod, kior eller gt 98| wEEalltrby el “RobaiRFTbEEL
med -p#rdi er over 11, kan det ea@qdiﬁ%st%i%%qq%rqpplBses
nstrukser for manuell renngrb.rl\_-(j)/e asimisek$im@Mtene og skyll dem
Forbereq enzymatiske og andre (g8npdmBhubgemideererhti] det ikke
fortynningsforhold og temperatuf|smwsanhgfal ekyfAVestrBmmen. Vpr
produsenten. Man bBr |l age nye kBapiBgehgerrogksrakeeandprRyte t
I Bsninger blir grovt forurensetij|lgjengelige omr-der.
Legg instrumentene i enzymatigkohBsBingr haktrumeédatene under noc
vbskeoverflaten. Betjen alle bevedgmubskgendel er slik at
rengj Bringsmiddel et kommer i yﬂzfgkg%wgg ak‘?s%ﬁggfhgt?ﬁkellgge
La ligge i vbsken i minst tjue p} *PHEE%%' §5H¥ £ %Kt
nylonbBrste til = skrubbe inst?u%en?ene orsiﬁtig Pnn?Pl aFF

-} acumed’



8Fjern overfl RBdig vbske fra insp + <t
absorberende, lofri klut
1 To (2) minutters forvask med kal/ldt spri
Kombinerte instrukser for manuel 2 |Tjue (20) sekunders enzymspray med var
rengj Bring og desinfisering 3 |Ett (1) minutts blRtlegging i enzym
l1Forbered enzymati ske og andre 4 |Femten (15) sekunders skylling med kal
fortynningsforhold 0g temperat 5 To (2) minutters vask med rengj Bringsm
produsenten. Man bRBr | age nye (6i66AC/ 1UBAF)
|l Bsninger blir grovt forurense :
i . . 6 Femten (15) sekunders skylling med var
2Legg instrumentene i enzymatis T T (10) » p T T —
H I s e un ers S y I ng me esti l
vbskeov_erfla_ten. Betjen allg b smBr emi dié6dC (16488 F )
rengj Bringsmiddel et kommer i k - - L a
ligge i vbsken i mi nst ti (10) 8 Sju (7) minutters tBACKI2ZWR) med vagrgng ¢ fgtt
til - skrubbe instrumentene f OMerk: FRIg produsentinstrukser for Wdsk$ e rE
fjernet. Vbr spesielt oppmerksom p= vanskKerllTg trrgjenger e
omr -der. Vbr spesielt oppmerkkomt pwkeeentoarl det amatyil esktreengj Bri
instrumenter og rengjBr disseqmadoemBt P3a g stertr dkOeashyksa SeknPebr B rasnthee.f al e
Mer k: Bruk av et ultralydapparahe¥teét hbﬂbpﬁrthbsm@ﬂodeopbﬁ"klrL
grundig instrumentrengj Bring ﬂE?taUtBFnH'F? { SR §¥Eﬁ1 ﬁ'ahebrukes
vannstr-le vil forbedre spylin%gﬂugylvpgﬁgf Ppn I gjengel i ge
steder og eventuelle tett mot ﬂgende ove ﬁt
. . frumenter ska nt roll eres nf
3Fjern instrumentene fra enzym PPLRYED pgnary“, n m
deionisert vann i minst ett (1) minutt.
4Pl asser instrumententdesenfegher kvuaskeenhet
og kjBr gjennom en -/sdteasnidnaf redk tvoarsskyekel nuhse. t
FRBIl gende mini mumparametre er avgj Brende for grundig
rengj Bring og desinfeksjon

-} acumed’



STERILITET: Parametre for dampsteri'lisator med
Systemkomponenter kan | everes steoarila allar unetarila
Del enummer for instrige340 &4 480

Sterilt Sptreordiulktt :produkt bl e ut 4Tilstand: Innpakket
minimumsdoskgGypﬂgaZrﬁmd)strﬂling. AVakuumpuIser med fort3 ing:
i kke resterilisering av sterilt . ster
embal l asjen er skadet, m- hendeEksponeringstemperat{l13x (2r)0
Produktet m- ikke brukes o0g skagksponeringstid: 4 minutter

) TRBrketid: 30 minutter
UsteriltMpdodultdr e produktet e - . - -
sterilt og leveres av Acumed i [NedkiRI=ingstid 80 minutter| gy g
alle implantater og instrumenter betraktes som usterile og
steriliseres p- sykehuset fRr BeuRiene i denne tabellen gjenspei
TFRI g gjeldende AORN gRecommenYi%ld"a"?ratctfi%res_'f%'?pn_' nBdvendig ste
Sterilization in PerioperativieNPrhiPMerebigett dgseallge aqghgr er
AAMST79: 2Cafprehensive gui de (A KsjtRelaind gsstteirdielni zbaetSikorni ver valider!t
and sterility assurance in hehtrnétteniregfaleltiejiertervall et er i
T R-dfRr deg med utstyrsprodusef?R@h3MsReikRgsiher ¢RBITIIRPEBOB,ANSI
spesifikke instrukser om sterilisator og | astekonfigurasjon
f Dampsterilisering med gravitasjonsforskyvning anbefales ikke
fUi nnpakket dampsteri.li sering anbefales ikke

-} acumed’



LAGRI NGSI NSTRRKkKaSERxppbevares p +
kjBlig, tBrt sted og hol des unri
skal produktpakken inspiseres f s . .
vannforurensning. Bruk de el dst :-E Se bruksanvisningen
& Forsiktig
ANVENDELI| GHET:e dokumentet i nn¢g —
informasjon om produkter som er Sterilisert ved bruk ay etyle
tilgjengelig i bestemte | and, ¢ o ]
tilgjengelig under ulike varemgq [SERER] |[Sterilisert med str-ling
Produkteng kan vbre.god.kjent el 07 Hol dbarhetsdat o
regul atoriske organisasjoner f( -
|nd§kasjo_ner el l er rest_rlksjone Katal ognummer vi ol
muligens i kke vbPre godkjent f on o]
angitt i denne dokumentasjonen Partinummer
kampanje for eller oppfordring e r
for bruk av noe produkt p- en I Autorisert representant i EU
henhold til |l over og regler i q
befinner seg. ‘ Produsent
A Produksjonsdato
MER | NFORMABSIJWOMN: k ont akt oppl ysn
oppgitt i dette dokumentet for @ Skal ikke resteriliseraes
® M- i kke gjenbrukes
,i' ITvre temperaturgrense

profesjonel]l bruk.

-} acumed’



Ankl e Plating System 3

insuficiente de osso e sensibilid:¢
material. Err caso de suspeita de
devem ser realizados testes antes

gue n«o estejam di spostos ou sejar

) instru-»es deopceurladtadrasospl essii eadoasn

DESCRI ¢c@CSi stema de pl acas par%atrc&rgogpjp,z’sa_@o destes dispositi
Acumed cont®m placas -sseas, pagleaitlysnoasm € &Cn&SeS -fio®So-u @i xa-«o de

sistema foi concebido para gar gnts 'trer31 of rieXs@ -(% df arud afrredsot Ugrad sc od oy
tornozel o, incluindo fracturas da t2bia e per-nio distais.

) ESPECI FI CA¢i ES DO MATERI @+ DO | MPI
I NDI CACOESi stema de pl acas parpmbpémtoezselso«@ fda®8y r i cados em titoni

Acumed inclui implantes ortop®digendkSy rChP N addSe Sc€t ian th€@Sr ma ASTM F67
indica-»es: conformidade com a norma ASTM F13¢
T As placas para per-nio |lateral, placas para per-nio p-stero
llateral, placas paeainlbi | AicRHERIMEFSINGM%ES po MATERI AL DO | NST
t2bia disltaalerpalsteerass placas EFﬂbﬁ &)(Séqtn'strumentos s«o fabric
desl i zamen tsoe daesstarnamtllizadas nd@i §é I-« er% alum2n|o e polzmer
fracturas, os-uprbDbemi da ‘ezbkaaevapleradnol ’ a biocompatibili
di stais, particularmente em 0SSO e\op@ynl
INFORMA¢ ES PARA UTILIZAMEQ DO | M
T As placas de gancho e as placaismen casqul "® tam os

destisream ser utilizadas na f gg f)phga
osteot omiuansi »ee sn«doe 0SSO0OS pequ%glolgior lega &i
t2bia e.o0 per-nio

I «o deve sel ec
qao0s requisitos dc
adapta- «o aprOX|mada e encai xe se(

adequado. Embora o m®dico seja o0 i
CONTRIANDI CA¢CAESc ointdiaca- »es do enstema empresa e 0o paciente, as i
infec-«0o activa ou | atente; sepsia; quantidade ou qualidade

-} acumed’



i mportantes fornecidas neste docomedit mentew eantsees de auntsiniitziadasos
ao paciente. t®cnicas cirv%rgicas no website da /

I NFORMAC¢I ES PARA UTI LI ZA¢té€O DOADMERRHMNMENARAS RELATI VASPaAOa | MRa ANTE

Cl RPRGIOGO:i nstrumentos f or neciuwtoisl iczoam «eos tsee guirat emafi caz do i mpl
podem des®tianama Ynica utiliza-f@amiolui poidzandd@ ecom o i mpl ante, com
reutiliz8veis. instrumentos e com a t®cnica cir Yr
f O utilizador deve consultar odirSRQ3iot d¥OinOt ALme@RBdtp¥O0a nN«o foi
determinar se o instrumento s®€ dR83¥9naCdlUUA'oO0H @Mmdiwdidade exce
utiliza-«o ou se ® reutilizgv®eq diogpPonktirumeAtsanpgr & | mwP!@MNitAx
utiliza-«o0o est«o identificadoBOoToimbiulm daehBofd8 ©OnkepPd @wtiel iSLarsol
conforme descrito na sec-«o LeQendlaedeadompBreséeémmnigdiatdgnente po
f Os instrumentos para uma 1/4n|LEmU{Pf??ﬁ-?opaa?ﬁe}ﬁe%grefe!tos adyv
el imnados ap-s a respectiva FfFP?alQS!uem a pos_S|b|I|dade _de
. S .tratamento na sequ°30|a_ e uma fiXx
il Os !nstrumentos reutll!z§ve|§mgp§ﬁggmsgmsb§fng?’ EsYbaaol,/“thEtlv
limitado. Antes e depois de gg aagtskbéesmas?s FPAET PTRMERS e
reutilizSvelis devem Ser_'_“Spgﬁg'ePFG 8§vdE_@WQBeaﬁrﬂiﬁ«moouectiacradtard
aplicgvel, a fim de verlflca{n Bmﬁ?%i‘g,a g P%ssgﬁ?;fpaade de d
danificados, devidamente |impap,ei3RadBLCE8h eMatihal 8% ¢ % gico
e para verificar a integridafg fa5 MeCon|smps,fe AT IR
Dever§ -peeespecial aten-«o agggdy %??L@@ggeoap%esrm'i.&aobossp de cal
brocas e aos instrumentos Utbb'Ff’hg?ﬁnf’@rglﬁﬁrﬁ%rt?ﬁtaﬂw% t 8 Os
inser-«o do implante. di stor-«o e/ou bloguear a vista de
TECNI CAS Cl| RERGIkOASI:i spon2veis f{@Rag§esasSr &dir dyg rddfcCiacsas Os componen
que descrevem as v8rias utilizafrepeeédmdgsheasteteddosEt gldanto a segu
responsabilidade do cirurgi«o em.t@wa.famihbag'mba@qqt@or@eo RMM. O OPe i dMyet
antes de utilizar estes produtogsesthddes onaleetet o® @&@an termos de
responsabilidade do cirurgi«o eshased@amahiarnzamdo as@®i Y bdpii cad -z e st
relevantes e consultar equipas eswriesaméhtadas R¢l ativamente ao
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'Shellock, F. G. Reference Manual for Maggneteircn Retsioyans e SEaf.gtB/eqllunB)MQerBSa@ﬂezae
Devices: 2011 Edition. Bi omedi cal Reseair?nl"bngl'hltléglng Group,

ADVERTagNCI AS RELATIVAS AO | NST NT O .
Cl RPRGIPG®:a uma utiliza-«0 seg %Egéug'fliz‘%aglﬂdpé-“q\ﬁpéﬁ qA.joerINSTRUMENT
instrumento da Acumed, o0 cirur PebNgL{UMEDL Qp FéFm/“Irlgbf §?88r90H1”
O instrumento, com o m®todo de.SE?WF§§E<or§UEbh1'5aFSJ§ 0r-o0s
cir¥%rgica recomendada. Pode ocbfPEF g"ﬁ)gﬁraqgﬁ BE‘ &9 ﬁ8ndu2|r a
instrument o, bem como danos no8St b8P 5@{“9@58@(180{} ra ri1scos € mo
instrumento ® sujeito a cargasC8REELLTFagesadGefEPF§QqRQdEM coOnd
excessivas, a osso denso, a utiliza-«o indevida ou a utiliza-«o
n«o prevista. O paciente deve EEEI 3a0%e ADVE@RSODEs P erersciedlemenotse a
por escrito quanto aos riscos desoonéddosoaoessensnstipes deaor mai s
instrumentos. tecido mole devido " presen-a de wu
trauma cir%rgico. A fractura do in
PRECAUCI ES RELATI VAS W® i MmpLanfgli Vvidade excessiva, carga prolon
nunca deve ser reutilizado. EstF-abé'éﬁfé‘PibP&Qmeaéﬁ] Pgrfgffgdg
i mperfei-»es, que podem conduzfEpéapéphguagnapsg’otpff\98.u'69' 0
instrumentos devem ser inspeccfjl ﬁgb'égmgﬂéﬂtﬁoa! B E%Fe.@’ﬁde@ 0
danos antes da sua utiliza-«o r§P8'§ ef! 8to fn%l' ft EdhEpaoOl ad
riscos e mossas. Tais concentr59§HL @tgsfj8r'- Phalef ggyggrmgter
falha do i mpl ante. Dobrar as pf’?cégnp POLEs QY (& gfapSHé/“fpbgPIPQ
o dispositivo e poder § condu2|Pe'rVPFa(?f’qucb.dPalmﬂ egrgﬁ\ﬁfﬂf‘ 88
i mplante. Por raz»es metal1/4rg|85§,roﬁ1gcéﬂiE§§'80f8H0|bﬁgf§!Zﬁ&go
se recomenda a utiliza-«0 simult®©nea de componentes de
i mplante de diferentes fabricantes. Os benef2cios da cirurgia de
i mpl ante podem n«o cumprir as expectativas do paciente ou
podem desercomao tempo, sendo necess8ria uma cirurgia
de revis«o para substituir o implante ou realizar procedi mentos

-} acumed’
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| MPEZA:

utiliza-«o0o do fabricante do deter
) _ enzi m8tico prestando aten-«o0 ao
i mpeza do Osmpillmmlit ant es n«o deve@mperatura, gualidade da §gua e
eutilizados. A Acumed n«o recgr@%qnd%uqdlaidrapeqqmq)% iomqlmebqtaenste mar
ornecidos esterilizados. Os i mpleant s ofuora’ig"e%'t‘é%s dne« Qimpeza abr e
sterilizados que ainda n«o foggim Wt lizados mas apresentam
S EnxagYe compl etamente ‘o I mplante
ujidade devem ser processados e a?ordo com,e se%ulnte. . )
. ) purificada. ti 17z §gua desioni z
dvert nCI{-:lS.e precau-»es enxaguamento final.
A reesteriliza-«o dos implantgsechge §eVfmpfahtbeati?ardanad Am pe
i mplante ficar contaminado (poba?é-ev??BFaFfgc%?matgﬁb€9§zcie.
bi ol -gicos, tais como fluidos corgorais/tsan&uel) excepto se o
. ) ) . .Pro? ssamestal glotr a
di spositivo de utiliza-«o %nica tiTVvelr sTdo Treprocessado por ums
institui-«o autorizada com apFdYhaPra®eneqgu| Amensa nd g hirFOEAZ gu ldte
para o reprocessamento. A IimR"é%!am@‘é'%?n.’&?%Tpro%i?ﬁ‘v@e‘d%rgente ne
utiliza-«o %nica que entrou eMm CoMPEERRUEHMPRAIGAH gGRU DR t @27 QYD ad
humano constitui o seu reproce@RBRha#mRheyp. que apresentam Qanos na
N«o utilize um implante se a S8p8PREE EMasfPlbEr«QaHitltgandoodc
i mpl antes danificados devem sefebtPf HPRhEoQY agente de | impeza.
. . ut|||z-«8 doff’;\brlcante do deter
Os wutilizadores devem usar eqU|Ramegf‘o e Bro eSngs
individual (EPI) enzi m rco, restando aten-«o ao
) ) temperatur a, qualidade da .§gua e
Todos o0os utilizadores devem SELiWSSO%'iﬂq“?"&.' %iacdgdcuerWaantueltreal
evid°ncias documentadas de fofT] mps§ @ comBef””aS EMP! gCPA0 | P
forma-«o deve abordar igualmenfpg QénHFPSCtrizes, nor mas e
pol2ticas hospitalares actual mEAXBIKPI FePPLptamente o implante
purificada. Utilize 8gua desioni z
rocessamento manual .
enxaguamento final.
gui pament o: Escova de cerdas &G 3%, aqente qe Ilmpfeza )
Segue’ o mr[rJ]Ian e Uéé iza ndo um peé
nzi m8§tico neutro ou detergente neutro.cio um _pgH ,
o pafa evitar Tis'car a’' Superf2cie.
Prepare uma solu-«0 utilizando 8gua corrente t®pida e
detergente ou agente de | i mpeza. Siga as recomenda-»es de

-} acumed’



Processamento mec©nico forma-«o deve abordar igual mente
Equi pamento: Equipamento de | avd@@PemtdefisnthospPidalagest @acddal ment
|l i mpeza enzim8tico neutro ou dftNerngeantié inreutersc ov@am unmtEH i @&,s5.0u
processo de | i mpeza manual
fUtilize agentes de | i mpeza com t e
- forma-«o de espuma para a | i mpeze
Priavag 2 Cgua corr N7 A visualizar os instrumentos na sol
Lavage 5 Cgua cor pH O 85 de | i mpeza devem ser facil mente e
enzi m§t t®pidajenzim§tiqo nejuhrsOt r ument os para prevenir a acur
Lavagen 5 Cgua cor|Detergenfe fdiwo se recomenda a utiliza-«o de
t®pida (3 pH O 8/5 ou de silicone em instrumentos AG
Cgua desi T Recomemna@aa utiliza-«o0o de agentes
Enxaguan 2 LA i N/A de pH neutro para a |impeza de ir
P _ i muito i mportante que o0sS agentes ¢
Secage 40 90 AC N/ A completamente neutralizados e enx
. . . T Os instrumentos cir%rgicos devem
Li mpeza dos i rOst riwmnsetnrtutosment os € phGaSHrelUBRir a forma-«o de ferrt
Acumed devem ser compl etamente Ifiargqquaq.jrthesd cbq“stqq, de a-o inoxi ¢
reutiliza-«o0o, seguindo as d'reﬁt‘rrlZoessoasb?'nxsq:rumentos devem ser i
Advert®°ncias e precau-»es i mpeza de superf2cies, articul a-
MTA descontamina-«o de instrumeangqgad@cgsaesggste antes da est e
reutiliz8veis deve ocorrer im.ﬂ}@igiﬁm@ﬂ}g aRofi 2a808NRAkYsygevEOent
procedimento cir%rgico. N«o pey@tbamPni88d9€8 8€»es de |impeza
instrumentos comtaamiimpeesa/antegi|jza-«o de agentes de |impeza
reprocessamento. O sangue ou respdugPcaMi AY¥CBRASQofGYS®s com ioc
ser limpos para impedir que SefUeB NRoSUPRTI BMCUEsYBS em solu-»e
Instrumentos. superiores a 11, a camada -ddee. anoc
T Todos os wutilizadores devem ser pessoal gualificado com
evid°ncias documentadas de forma-«o0o e compet°ncia A

-} acumed’



I nstru-»

es de | impezal/desinfec-«ommaomdak as superf2cies. Coloque

1Prepare agentes de |impeza e eHgi HERkNS: dsur-andie|, yino« > @i mo, dez (
temperatura de utiliza-«0 recoPRemdadasspehstfamentaste. enxag¥%e
Quando as solu-»es existentes dstbwmeeremnammPamemntetr°s (3) mint
contaminadas, dever8 preparar goabhusgesernevasis de sangue ou Suj

2 Col oque

(¢}
o
3
©
®
—-

[ o]
[ ]

€sso.
nul ad
post a
m qua
al que
i mi na
8§rea
-a en
fend
mo v a
corre
en- «o
guai squ
4 Col oque

PYTOLDODOODO = O
® v o —CcOoOXDO0OMDON

D Q©
-

uni dad-s -

os instrumentos numa sofMX&GUaMePmeti Paegt® &sLcdm! ate
amente submersos Desl oquBa t9@hknN@gsgd parasimrydiag gquaisque
rmitir que o detergenteblemspecemonenbaci astcommendas asob i
cies. Mergulhe o0s instrumemdéwesr duodata, sod i mamdiemw,i sivretle
inutos. Utilize uma efsCO7Vr@od@a§6r6ésdéﬂé\t@%rd%uf}){|dchrUeparcaol
r cuidadosamente os '“Stlfhl@ter“lﬁﬁhénﬂb@@n@'Q@?ﬁa@%& hFo@ﬁ:Iié%aJQ%srap
s vis2veis. Preste espeCé@){a@ggmeﬁpoaagqen@s 2 ci
Preste especi al aten-«80 r%“r"i‘ésguﬁ[lmiH%H%u@%nte&sce s o do<
0s e | impe com um escovV 'Er? ;9aﬁ‘8rfPhbSdoabsé&%e'ﬂ%'eas
s, espirais ou caracterzs i'cas f exZvejs: ncha as as
ntidades abundantes de 'soStu-%o” 4% 9¢ mpePBepHEr § QFP#mE T«
r sujidade. Esfregue anﬁauﬂpUea'H/ZQ:Ut BHm @macembbnadpar a
toda a sujidade vis2viePr @dpasepagéhcties e@dedasd mperdase. ehozb
ex2vel e esfregue a sutpempécarucamdemat é$dawa.«oRadcke oaner
anto esfrega para asse@Quwamdoqase bbmpa»tesdaxi stentes est

r

fl

qu

as. contaminadas, dever8 preparar sol
0s instrumentos nxagkZel ogmel es aimesntt reu meorbt o8sg unauma s ol u-
r

e e
durante, no m2nimo, tcOmpl(@8)ameémtuéd osub rRgressatse. eDsepsd coiqaule
a canula-»es e utilizepama perimingiar pauer d rdeitgearrgent e en!
er 8reas. de dif2cil acessaperf2cies. Mergulhe o0s instrume:!
os instrumentos, compl et hGlenmien Btubsmer Yloisl, i Haymama escova
nitaacom solu-«o de |impelzhegddest bighiadepamentag 0s instru
pe-as m-veis para permitir que e d%edwdgyehite? ehitTe RmeclohtaracA®Ci al
acesso. Preste especial aten-«o a
canulados e | impe com um escovil h.
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utiliza-«o
Il i mpeza mi

ou de um jacto de 8gua

de usmoapaapltar §eaueérsetart w-ax e s mae

nuci osa dos

acesso e de superf2cie

nstrumentos da
§gua desionizada dur a

3 Retire os

4 Col oque os

desinfec-«o

instrument os
apropriada e executggpudg

|l i mpezal/desinfec-«o

instrumendPssi &t Emhbi dd- KAvAYeNd e@lgiemd @ L

mel horarBe@oméhéd88o0s0cBmo8neamitd heft?od ol
s acopl adjaggtr
solgyprsaet
miei ge
cesqt@s dien

nt e,

no

no

par ©metros m2ni mos
desinfec-«o

desinfec-«o0 padr«o. Os

essenciais para uma | impeza

1 Pr-®avagem de dois (2) minutos c¢d

2 Pul veriza-«o enzim§8tica de vintg
quent e

3 I mpregna-«o enzim8tica de um (1

4 Enxaguamento de quinze (15) seg

5 Lavagem de dois (2) minutos com
(686 AC)

6 Enxaguamento de quinze (15) seg

7 Enxaguament o de; dez (10) segund
lubrificant-e60p€) onal (64

8 Secagem a quente de sete (7) midpy

Nota: Siga rigorosamente as instru-

desinfec-«o

e

umentos

gz @Bt -Ut:ﬁ_l gzaBv¥age st eamMme ma
gUMmeht omMdBUt Pmpeza manual

deé&elmavsagemi nuci c

cir¥rgicos.

4May ehead
cdgl esdert

que

mi

m 8§gua corrente fria

n

d

n

S

C

or

(20) segundos com 8g
minuto

dos com 8gua corrent
etergente e 8§gua
dos com §§gua corrent
de 8gua purificada
tos (116 AC)

s do fabricante

da

u

nu

u

e

r

e

C

seguem SsS«o0

e
avyaaemo, a fim de
se
ci

osas

a corrente

fria

ent e

quen

om

idade

(X2)

que

te

de

nt e

|l avagem/
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ESTERI LI DADE: Par ©metros do esteril§ichador a vapo
Os componentes do sistema podemp—<=nr fornocidaec aectorili=zadag .
Ou n«o esterilizados. N¥2mer os de pe-a das ca892340-g3¢35>u|e|
Condi - «0: Acondicionado
Produt o es@emlrI0|dzuatdm:ester|Ilzelmpulsos de vScuo antel3 i cion
uma dose m2nima de 25,0 kGy de -
recomenda a reesteriliza-«o de|Temperatura de exposi-|13%Z
embal agens est®reis. Se a embaltempo de exposi-«o: 4 minutos @ada,
o incidente deve ser notificad - -
ser utilizado e deve ser devol (Tempo de secagem: 30 minutos
Tempo de arfefecimento|30 minutos
Produt o n«o e&Extceerpitloi zsaaj0|neqU|vocamente
etiquetado como esterilizado e OSorvrad ©if 6 mRPME Semy AldPgema tabel a
esterilizada fechada pela Acum@8§ni mpdo¥absdpmhpranpedg alcan-ar o
instrumentos devem ser consideFatdesi tomadr«6SAbt eBtETrEhiby, Assur
devendo ser esterilizados pelotRbgpmealeannesegadouaomipdaa- as
1Siga as fARecommended Practicegprf%f?r's?%‘?rln?rl”z%tior_1 in
Perioperative Practice Settin®sdemposgdiec@adredesmeend dasdesagrgeve
esteriliza-«0 no coepneSrraito rdiaa)ptrodBanpP/eCeliNp ek} §Cagem e 0 manuseamento.
a norma ANSI/AAMIomPTENenGIWe Pgufiaddeu m omanuseament o seguro e para
steam sterilization and steri¢oRyamMsBYTr aPceCOMmMShletaet ANSAFARAMI S
facilities (Guia abrangente para a esteriliza-«o0o a vapor e
garantia de esterilidade em institui-»es de cuidados de sa¥%de) .
T Consulte as instru-»es do fabricante do equipamento para ter
acesso a instru-»es espec?2ficas para a configura-«o da
uni dade de esteriliza-«o0 e da carga.
TA esteriliza-«o0o a vapor com desl ocamento da gravidade n«o ®
recomendada
TA esteriliza-«o0o flash n«o ® recomendada

-} acumed’



I NSTRU¢i ES DE ARMAZAENWAVEENATEO : n u n
l ocal fresco e seco e mantenha
directa. Antes de wutilizar, i ng . _
produto quanto a sinais de mani :E Consultar as instru-»eg de wut
da 8gua Utilize os | otes mais

& Aten- «o
APLI CABI LEPARBE: materiais cont?® Esterilizado com -xido|de eti
informa-»es sobre produtos que
di spon2veis num determinado pa?j Esterilizado com radia-«o
di spon2veis sob diferentes mard = _
di ferentes pa2ses. Os produtos - Prazo de validade
autorizados por organiza-»es r ¢ . ]
governamentais para venda ou ut Refer®ncia
indi - r ri- m i f .

dica-»es ou est »es e d f C-digo do lote

produtos podem n«o estar aprovd
todos 0s pa2ses. Nada nestes ma )
interpretado como uma promo- «o Representante autorizado na
gual guer produto ou wutiliza-«o )
determinada forma n«o autori zad ‘ Fabricante
|l egisla-«o0o e regulamenta-«o do

A H
encontra. Data de fabrico

@ N«o reesterilizar
I NFORMA¢I ES ADIP@GIrGNAIoS:i ci t ar n
adicional, consulte as infor ma- ® N«o reutilizar

,i’ Limite m8ximo de temperatura

Aten-«0: Apenas para uso profissional

-} acumed’



Nil kan tukilevyj2rjestel md8 3
herkkyytt?a materiaalille, mat er i asc
i mplantointia. Potilaat, jotka ei\
i ¢i kkauksenjdhjkeeiitsa ,2 ochvedtttomy $s av a$d
laitteille. N2it2a |Jaitteita ei ol e
) ] ) ruuvi kiinnitykseen tai fiksaatioor
KUVAUScumedin nil kan tukilevyj@irjieastaglgnh ¥a$'§ahﬁerangan poster
luulevyt, ruuvit ja lis@varusteet. J2rjestelm® on suunniteltu
nilkkamurtumien fiksaatioon, mukaan | ukien s22rjluiden al aos.an
ja pohjeluun murtumat . IMPLANTTIMATERIAALIN TEKNI QBT i Bl BI
val mi stettu kaupallisesti puhtaast
) ] ] F67 mukaisesti tai titaaniseoksesHt
K YTT¥AI BAkEiTmedin ni |l kan tukilegy¥hisbesitel m2 3
sis2ltaa ortopediset implantit seuraavnin kayttoaiheisiin:
T ng‘l.es:'“‘““"e"lyt' p°hle't”“” podslilé] |§é|\"f‘a'r\'|t§1e§un\/g§|\‘f1y|r<| TEKNI SET -
Sl aosan posterolateraaliser IlQmbrume n“ayen’ viad i st Uk een on Kk
a N
l'i ukumi senestol evyt on tarkontelet Ins id 0nI yarr]eaeorseén,jgmden :
pohjeluun murtumien, osteotomioiden ja yhdi stym2tto°mien
liitostenefi kyaaetbbbdonost eopeniMPiLANTItNa Ka uYkTsTi¥s¥sNa L1 | TTYV T TlED(
f Koukulla varustetut | a koukul'lnh°|aantlodknltt'dsat'atptlelelakvoakrusnlet ty £
l evyt on tarkoitettu pienten nWukadae”n Mrd r tkd il @n 0 No Vtaelo'tttn‘fi‘lvo""ldean|t
ja yhdistymettomien |iitoster OViedsa Ut|po‘3‘ornh,a'nt\ueknaa{"'no'Iduektte‘""n"""n pot
saarjiluu .ja pohjeluu p|kIIe tu_rva |ses_ a tukee
yhti°n ja potilaan vallnen asiant
) . . il mojitetut tarke?@t | 2@2kinn?2lliset
VASTAl HEBPRPr jestel-amPneivtasa taavat aktiivinen tai
|l atentti infektio, sepsi s, riittam2t°n | uun m2ara tai | aatu sek?2
pehmyt kudoksen tai materiaalin herkkyys. Jos ep?2ill&an

-} acumed’



KI RURGI STEN | NSTRUMENTTI EN K YTa¥Ktt KOSKEVATdosi teltavaan kirurgi se
TI EDQRPir jestel mn mukana toi mig¢wdmni tieddtur emendamd2n painon, kuorr

saattavat olla kertak?2yttoisi2atheuvuudmdad ereas ikttwstea.t 2lvaiidt.t een vaa
f Kayttajan on tarkastettava iABsKRAODmen@adait aa oltiex®te’d olirlsttoad MiogSreko t &
kyseess?a kertakaytt°inen vaiPaQbbbfsbkant klagg etaragiattaa, mielell?
instrumentt.i Kertaka2ayttoisi §83¥t7 a6t ruminqieti bksai Sotna medr kmamtdao | | i
dei saa ka2yttaa uyudelleenod (Néf@bt'é»'y%'b'oﬂ'lﬁw'5ku|vtaVUYS maahpglaog | i suus
kaytt°ohjeen osasta SymbolieﬁE%@ﬂP't§tsl)m'595t? seuraavissa tapal
f Kertak?2yttoiset instrumentltloxshxv ?%'?’ta.rva‘s!ythudse’n.l'!all!nen ak
kayttokerran j2lkeen. kanta_mlnen erltylse§t| s!IIO|n, kur
1 Uudel | a a kuorml_tustaa. Eg)aq ni stuminen saatte
ude een kaytettav!en 'Qs,truﬂ?d"itstt'frﬂiaé‘ery,ttliai'td"‘ksoé]nr)?Hooi'stte)}ntla.ut't_
Uudel l een k2ytett@vien v Llne dntt Erhi° ¥ Ss e ruALPW§ér§é‘,usj’ Vigivr d O
cunnol  tnen puhdistus. Syopymidee didodd Itio%Rdieyp8 FY £ BRE LT | o
on tarkastettava soveltuvin ofifdg&NniedydLKapsiti satatttoﬁ‘jleééa\?aﬂ&‘i
jokaisen kfytt®kerran ja!Kee”hok'éth"%?{id%han'&ﬂ%@k?%ﬁwa't't"aega'f&thri"n%
kuljettimiin ja poranteriin s /atjielwiawé_eeema&r@mémprhi NN mp
sis®@nvientiin k2ytettaviin ipsgorymedtd i NdPenteiden vaaristymi:
rentgenkuvissa. N2iden jarjestel mie
KI RURGI SET THEKNItlakvATs:sa on t2mMRyYmprjiestedsmtdnturvallisuuden, kuur
kaytt°a kuvaava kirurgisten tekadaikai de@am&mutvaasi.s iKa rtuurogtit edrt a on
vastuussa toimenpiteeseen tutustuwmakleissaerrnihideyunt tin®%delnei kkauksenj?@
tuotteiden kayttea, Lisaksi ki MRigihteastaal kayom®esrurata ja tun
t@arke@t julkaisut sek?® kysy?® n&Suowldack okenceiRetfarekot IMagwaill tor Magnet
toi menpiteeseen |liittyen ennenDP&vages:o201l1KFEdijign skitomedkiKali iReagarehk d
Acumedin verkkosivustolla (acumed. net).

KI RURGI SI' A I NSTRUMENTTEJA KOSKEVAT
| MPLANTTI I N |_||TTYV|Tmp\AAaR1c1||TnJKts’(k?r\’/'£*?‘i‘5rtsreLh j”a”'e” t“r"a"'se” ia
tehokkaan k&2yt°n edellytyksen? alligtayl_g‘? aetf:)an Iafianléla c}a &2 kear
perehtynyt implanttiin, sen kay§qr5mi§n)érttel L‘§ﬁ,en|h?trsdjrﬂesﬁtteéthalvaan‘
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Liian suuri kuormitus, |iian stHAt@TANAp KUIMhhIIETi lhiegi | oukados! tlais
virheellinen tai tahaton k2ytt%isabtygvhi panheeptamakansuttmebnhtin
ri kkoutumisen tai vaurioitumisempsakti ktdosaaukioudgnsjvaamamammo
Potilaille on tiedotettava t2mpehmyypgpdesvaurnsttamehmpeéahitnn mu
liittyvist?2 riskeist?2, mieluiténikitjakbtisaeskai mubdessata, pitk?
ep2taydellisest?® paranemi sesta tai
| MPLANTTIIN LIITTYVI fipVAROTOlaMEY" Kdl? kohdistetusta lTiiallisesta
koskaan k2ytt2a2a yudell een. Alemsmaafl‘ttr%zéi'fn}ﬁ5§ef'b\5£ty %éa?tjttaarL elt ysty
ai heuttaa muutoksia, jotka saatst?al"i‘/ta'ia.oﬂl[ ?u Llflflténgnstg]l i §<tyeyht hlr\
Instrumentit tulee tarkastaa en enlerkg f'taathLMﬂmeér"i‘Ste Ik NEEPr 180 i "dCe!
varalta. Suojaa implantit naarmI TR gn 'angblﬁpiFHBmité"‘i_‘l_td.rufagl'lsaﬁits|
rasitekeskittymdt saattavat johJaa p?%itﬂ Pf“??‘k’géi'ﬁ.! °) énl’%\) ajUanf gg
taivutell aan useita kertoja, |a‘i‘i§°§%% Eggshbpkéﬁfya{,"jt&ll it "My
saattaa olla implantin ennenaikai n umi nen j a
vi kaantuminen. Eri vaImlstaj|engllﬂgnrgllﬁﬂgﬁﬂgghﬁponenttien
yhdi stelemist?a ei suositella meltalllit,[eiknisi"|s®ia1 tmrﬁikn%an'iSIStsaaaj a
toiminnallisista syist?. Implanémq quurﬂgi%ﬁh _RE{Q%I £ %%Ooe_)’t fidy ak¢" Y
vastaa potilaan odotuksia tai n C%Egga tea'v_aﬁuc{/%'httn ry_%1 sat.tjearn' Im '°Ftl‘*",na
jolloin tarvitaan tarkistuslelka(;ém P Masit 3 n .ta(? h'tla(?n'irgaétkts miy g :jcn
toteuttamaan muita vaihtoehtoi sf aytt(_aotit e’npmlft_etian.OtII?n | 9hdt jlelnkaantt
tarkistusleikkaukset eivadat ole V¥phReiahyakpptjha varotoi met
KI RURGI SI I N | NSTRUMENTTEI HI N LIThmplvantyAROTOIUMET:l eensterilointie
Kertak?ytt°isi?a kirurgisia instrumBhtteK@s&ietdKs$ il ds Kkadahnt akmiynaatai c
uudell een. Aiemmat rasitukset ovktHdeakosk®d sk seithe Ktuttaah nkueuht dork sn &s
jotka saattavat johtaa laitteen Bbi mPAt ARPiauKkesd $ s asydjodas Sian sk e rutnaek
hankautumiselta ja nirhautumiseltdddebsieean wahaputyeytgpsisgen ai t okses
kuormi tuksen keskittyminen saatthalr¥hthaviRdi @sd am mudkijanisnetna hey \? ke sy
| aitteen puhdistaminen sen joudut
takudoksen kanssa vaati:i uudel | ee

-} acumed’



T 12 k2ayt?2 implanttia, jos senspanhtaaoai vautrtiaatluinstvahlWiokoauinme
i mplantit tulee poistaa k2yt°gitAtavaurioita.

T Kaytt2jilla tulee olla asianmbkalsméesthehkubSsudyat mef | tt2ail @2 mmi r
T Kai kkien kayttajien tulee ollaPphdboyysahaetmaksdpudajyprepfsyyr
henkil°ita ja heill?a taytyy ol P&8S48kOmEAt YAt Mashajpapoxk?yttosuos
koulutuksesta ja pdtevyydesta, K hpemigtakeobkepaneal §jssppaskaan,
voi massaol evat sovellusohjeet, | s§vakagpdvEikpdYYhPRPAal ak®ytannot
Manuaalinen kasitte|y 2 Puhdi st a implantteja ultraaanipes
Laitteisto: Pehmeaharjaksinen ha&dj2d; neutraali ) )
entsyymi puhdi stusaine tai neut Bdlduihged gail mp)| ajndﬂkapfmuégga,e%_llses
l1Valmista |iuos kayttamalltaailamgwyﬁpés{jgﬁybbgt;/@fjjeglngﬁtyzt |l opt
puhdistusainetta. Noudata ents ?fmobﬂ aP’snga ﬁéeﬂu [ ste ua Ve
pesuaineen valmistajan kayttec4dbk8svaaksmal patkii ARHNtaaklatypgbyt
huomi ota oikeaan altistusaikaahiinamwpayijighha PeBEA PhahaahmMuyr
|l iuoksen va3kevyyteen. Mekaaninen k2sittely

2Pese implantti huolellisesti kaistinheistd: kPgsdarimpéainntionntilai
ter2svillaa tai hankaavia puhtdaistmeati maal iapesuaine, jonka pH O
S3Huuhtele implantti perusteellisesti deionisoidulla tai
puhdistetulla vedell 2. Kayt2a | opulliseen huuhtel uun
deioinisoitua tai puhdi stettua vett?2.

4 Kuivaa implantti puhtaalla, pehme®l | 2 ja nukkaamattomall a
l'iinalla, jotta pinta ei naarmuunnu.

Ultra2a2nik2sittely

Laitteisto: Ultra22nipesuri, neutraali entsyymipuhdistusaine tai
neutraalipesuaine, jonka pH O 8, 5. Huomaa: Ultra22nipuhdistus
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T Kayt2a@a manuaali seen puhdistami seen
va@ha&an vaahtakdviiawipiimt eai neita, |jot
- — - instrumentit puhdistusliuoksessa.
Esipes 2 Kylm* joff Ei S0"6”e”""f‘n'eslsﬁost| huuhdottavissa instrumen:
Entsyyn 2 Lammin joNgi“;trjs‘;iinsntﬁyﬂbd“?%g@‘dln instrumenteissa ei saa k
i"koniliukasteita.
Pesu 5 '-a(m;“iu'l‘m)jo Pesuaine pH Dudel l een kaytettavien instrument
suositellaan neut-jaalpiumdpldtmusanins
Lammin dei hyvin tarke22, ett? em?ksiset put
Huuht ¢ 2 tai puhdi Ei sovellettaylasysae||isesti ja huuhdot aan pOiS
(>4) . . .
- T Kirurgiset instrumentit tulee kui
Kuivay 40 swc Ei sovellegttayiss@tetta ei muodostuisi, vaikka
Instrumenttien Aahdiest amii mesnt:r u nkeOn'tki®jad ffojkkai sesta ruostumattomas
lisatarvikkeiden tulee olla tay&jan kkidhdinsttetumejnd idnddad egutttad kast
kaytt°kertaa. Noudata seuraaviala@hjaiutmgneiden sek?® asianmukaiser
Varoitukset ja varotoi met osalta ennen sterilointia.
fUudell eenk@ytetta@vien |nstrumeﬂ":flt‘?l%§1°'t%5“' ?Igmfép\'/il?llei.sd"@npl'za I;c
dekontaminaatio tulee suorittaal E\‘/'al‘f‘?§bpnf"§f)|_nf(fl!l'uugikéirinfjv.lt
toi menpiteen suorittamisen j 21Kk ee% n !9'Et‘hgf&‘elkéﬁtglﬁi_noathOijHeai'tal(k
instrumenttej a pkuhidi smaaam setranetrals' utltta Vk"“sn't_'t%_qg)s".a' Lis®ksi elo
Liiallinen veri tai j2anteet tullle@Okh$y fgpaar viogi goevmigtpdylyi nkl e yay
kui vumaan instrumentin pintaanManuaaliset-/pielsdiin$i0$ntlohjeet
T Kaikkien k2yttajien tulee ol lhVpétmeey¢saag nptusiydy §setiu staeiynieeaty jvaal m
henkil°ita ja heill?a taytyy ol Bdogbktumbamant Kdyhtylaesmeuden j a
koulutuksesta ja patevyydesta,  kRytuPUtdkbeHOosukeatamsapitau | iik
voi massaol evat sovellusohjeet2 Astandandittumensatreatsakywmifnnodks
f 12 kayta metalliharjoja tai hhAXK&uUSsi KAVE *mKkaukKkipsbkhi kKkuvia c
puhdi stusprosessin aikana kosketuksiin kaikkien pintojen ke
kahdenkymmenen (20) minuutin ajar
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1 Kahden (2) minuutin esipesu kylm2ll 2 johtovedell?
2 Kahdenkymmenen (20) sekunnin entsyymisui hkutus kuumall a
johtovedell ?

3 Yhden (1) minuutin entsyymiupotus

4 Viidentoista (15) sekunnin huuhtelu kylmalla johtovedella (1 2)

5 Kahden (2) minuutin pesu pesuai eella ja kuumalla johtovedell?2
(6860C/ 114560 F)

6 Viidentoista (15) sekunnin huuhtelu kuumalla johtovedel |l ?

7 Kymmenen (10) sekunnin huuhtelu|puhdistetulla vedell?& ja
valinnaisell a6BiCU/KIMSSOER|I | a (64

8 Seitsem2n (7) minuutin kUCVdaEF§ Kuumalla ilmalla (116

Huomaa: Noutdesi pesaintilaitteen valmistajan ohjeita tarkasti.

Aut omaatti sed{ dpeshdfsbustiohjeet

T Automaattikuiavaesjudrjestel mi® ei suositella kirurgisten
instrumenttien ainoina puhdi stusmenetel min?.

T Automaattista j2rjestelm2&2 voli kaytta2a manuaali sen

puhdi stusprosessin seurantaprosessi ssa.

flnstrumenti't tul ee tarkastaa perusteellisesti ennen steril oi

jotta varmistetaan tehokas puhdistaminen.
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ASEPTI SUUS:
J&rjestel mdn

steriloimattomina.
Steri i ISit etruioitlei: tuot e
gammas?&teilyannoksell
tuotteiden uudell een
vahingoittunut, asias
tuotetta ei saa kaytt
Steril oi maMiokh?2tiuot mp |
sel ke?dsti merkitty st
steriloidussa Acumedi
steriloimattomina | a
f Noudata voi massa ol
AORN: n perioperatiiyv
sterilointisuosituks
in Perioperative Pra
l°ytyvat oppaasta A
opas h°yrysteqirivoi mi
|l aitoksi ssa.

T Tutustu |l aitteen val
sterilointilaitteist
f Painovoi man siirtymi
suositella
fPikasterilointia ei

komponen

saat et—m==—

akl Gyi st
Acumed
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Eht o: Kaarijitty
Val mi stel evat ty|3
ntlAltistuslampetil|27%F (@2

iAltistusai ka:

4 minuuttia

Kui vausai ka:

30 minuuttia

Jaahdytitysai ka

30 minuuttia

ksi | a

a .

toimitettu

ramet
t ai

uj en

avaamattomassa,

t Rjujl tuak otsplae @ nKeed jutte |ajrav ot v a
it 8t mi pradameairerhal ab9htanhanvkigan
%%%%rhhh%Yt% ?%ra&%%ug?&§'z SAL) s

rtjo(j)ti i e b la kai kki osat o
0r~\3|am thtderai Paiaka jxresvahvi sttetrtiy jgiakavw
eth@n@%o?nn%nv‘aaa$llTmtuﬂ?('syaa Kyvs$ ®ianen a
pA,aeWensslq-azw,tznneqdoyyn j a kontami naation esto
hejraegA®ETMMUO0AQ91Hh Osio 8.8. 1.
kirjallisiin ohjeisiin |aitekohtai
kuorman ma2@2rityksest?a.
perustuvaa h°yrysterilointia ei
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S ILYTYSOHSREHETY.t 2 viile?ss j a
pai kassa suoralta auringonval ol
tuotepakkaus ennen k2ytto°oa | uvasa -
- . . a o i i 11
vesivaurioiden varalta. Kayta \ :E Tutustu k2ytteohjeisiirt
A Huomi o
SOVELLETTAVYES?2 aineistossa on
tuotteista, joita ei ehk? ole o [STERLEEY |Steriloitu etyleenioksidilla
maassa tai jotka saattavat ol | 3
tuotemerkeilla eri maissa. Tuot ISTERLE[R] |Steriloitu sateilyttamdqll?
valtiollisten valvontaviranomai = . ] ]
kayttoeon tai myyntiin erilaisil - Viimeinen k2yttepaiv?
rajoituksilla eri maissa. Tuott
kaytteon kai kissa maissa. T2amai Luettelonumer o
tul kita mink&2n tuotteen mai nok .
. . . ; LOT] Erak d
k2ayt°on edist?2miseksi sellaisell LoT] ' ood!
hyvaksytty lukijan sijaintimaar Valtuutettu edustaja EJroopan
perusteell a. : P
‘ Val mi st aj a
LI'S TIEK@QIAo0o ta@ass? asiakirjasft » ] ..
yhteystiedot, jos tarvitset |is Val mistusp?iv
@ 2 steriloi wuudelleen
® 2 k2ayt?2 uudell een
,i' Lampetilan ylaraja
Huomio: Vain ammatti kaytt©°oo°on.
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BESKRI VNANNWGMe d s
benplattor, skru
vid fotledsfrakt

| NDI KATI @NERed plattsystem forMAT EtFi'eAd-SfECHrFér‘ﬁAlTHQF\'ER F_¥R KT RURC

plattsystem fopPpPFGltRIeATI QNERe FH# R d MPLANTATMATET
var och tlllbeh|°mp|a§ytsatten’1‘et ra (tigdoveeirik adiey age keojmy
urer, inklusive 67 &t Prrert |pt_|anol|esgtear||ngt ieghild 9dc A St

ortopedi ska i mplantat med foljanNoSTRIUnwbmlN(EttllbW%P il verka

T Laterala fibulaplattor, posterolraotsezjrfalat fblbukI aaitutgqo'rln,ltjmtOCh F
posteromedial a distala t|b|apalvasteteonr,e |dposte'roolapara‘laI dlsetala
ti biaplattor samt mediala antiglidplattor, avsedda f°r fixerin
av frakturer, osteotomier och NFtOGRMATUON Fr¥aR tANV aNDINi I iNgG A Vd i | sMPal
tibia och fibula, sarskilt i FosStieodpedntskmem-tt begr®nsar storl:

9 Krokplattor och krokplattor H§édulr—gsetﬁarmc“ssttel Vi ld @ fededddP 0Ch
fixering av frakturer, osteotPPmiler s L}(treab"l |pverpafsrsa‘ck°trd7}I°ackhnisr_F
i sm-ben, inlusive tibia ochsftlobula"en “r den kunni

foretaget
som anges
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| l\fForRMsAyr? Io‘r’xlm Y R®
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patlenten, ber den
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KONTRAI NDI KARIbQNER:i ndi kati oner NV .NDNI NG AV Kl R\
varje aktiv eller | atent |nfekt|,\{) pNS’E r’ur%éh Igo‘fnklme%fb’elnjnlarng
benkvalitet samtlmruha?enadbkans\/sefﬁwda fo 9. ngsbruk eller =-ter
material k2nslighet misst2nks b°r "t r tf° f7°"r e

i mplantationen. Patienter som 2l Aonvv|_|n|dagrene|rq—|esrt eoaflorsrﬁ"g‘nnas'trutmefnot
postoperativa vardinstruktioner @M WSt dimedited, g'de afVoSieldedfs’d €
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-teranva@ndbart. I nstrument fawv,ebggngebnukgédrnm2fiRrtaomadde m°j
en OF-r ej -styanmbaornvi®emdadagd tecikmmlifadntkdtar i Dgesna f°rsi ktighets-tg?
nedan. enheten eller behandlingen misslyc
f Instrument f°r eng-ngsbruk mQ§’ﬂéekh§§e+§§3@ﬁﬂ€ﬁ, p-frestning,
anvandning. viktb@rande eller belastning, s@&rs
f iteranva@andbara instrument hai;)ké1 ngg§}lgégg|I:"SQ£H$8I3|\_‘0£§TQI’°
och efter varje anva@ndning ms §f tgé ﬂkg}ﬁﬂvg Esérg ullse di g
instrumenten inspekteras dayr Mg Y é/r\’P@ﬁ] ¥ ggafO?nékgpfg,pﬂ grun
slitage, skador, korrekt ren mPJﬁQ}"J‘kS P o iBMaig tpg {enten m=
mekani smens anslutningar 2ar ngr §$ﬁlg Pfd?H i[?ff"l hQFtBMkﬁ'O
agnas drivare, borrkronor epﬁ f}k eﬁftsbﬁ?pi\ﬁgéﬁﬁgtfgr_'raPtnd
sk@ara eller till att f°ra |nm|ﬁ1éié{ﬁ ¢ Imp ahtaten kan prsaka
bl o era visningen av anatomiska s
Systemens komponenter har inte tes
OPERATI ONSTEKNItKER:nns operatigppiekmhikied el |-ei | mPgr &éi kngnideMBT o
tillg®ngliga som beskriver hurtdethéassypehemeskai anvyindasrabPehnie
kirurgens ansvar att g°ra sig ¥%3%kernfSrst-dddmpdsteprrkenvinrann
dessa produkter anv2nds. Det aavomhsr-uslhinnu]rggens ansvar att h-l1la
sig va&l inf°rst-dd med relevants@aePbbd i katci OMe8brehed Mamdad®f A MEgthet
erfarna kollegor om ingreppet bDévieesang@®imdBdingan. Biomedical Research |
Operationstekni ker finns p- Acumeds webbplats (acumed. net) .

VARNI NGAR ANG; ENDE KI RURGI §RA | NST
VARNI NGAR RY¥RANDE | MPLANTAKTEN: sf*tkeikt o¢h effektiv anv@ndning av e

anvandning av implantatet m-st@&-"RtEeukheHr9g8navesrp f8firogen med
i mplantatet, appliceringsmetodéthh®mMPAsPPgumeérhededchelfemmender ad
rekommenderade kirurgiska teknPkéBRrfeKagdaherehNSERHEEBAh, 2 VAlesS
utformad f°r att klara viktbarﬁﬁﬁe?tbe!ﬁ§iﬁﬂmg”élHéﬁaéFthef he g
omfattande aktivitet. Olampligkomppkiah@e, alebaket@naongedning e
i mplantationen kan °ka risken Patfigptefaem pbssHarnasiehempyr 6Ka}
Patienten m-ste informeras, hefS8tkskpprprdri fed, demsantyR8Ai AYyehNs
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