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|AR SuperCable™ Grip and Plate System
Instruction for Use

CAUTION
Federal Law (USA) restricts this device to sale by or on the order of alicensed physidan.

INFORMATION CONCERNING USE OF THE KINAMED SUPERCABLE™ GRIP AND PLATE SYSTEM US.
and International Palents Pending.
GENERAL INFORMATION: This document conlains general information concemning the SuperCable™
Grip and Plale Syslem. The SuperCable™ Grip and Plale Syslem consisls of trochanleric reallachment
rips, cable-plates, and cortical bone screws Lhal are inlended Lo be used in conjunclion with 1.5mm
giameler SuperCable lso-ElasUcCen:!age(POWmer cables. The cables pass through the grips and plates
and provide fixation by attaching these devices to fractured or osteotomized bone fragments. Cortical
bone screws may be used in combination with the cable-plates for additional fixation as deemed
necessary by the Surgeon user. The syslem includes a ran%e of cable grip, cable-plale, and bone screw
sices ang malerial oplions, wilh assodialed manual surgical instrumentation Lhal provide the versalility
required for treating the specific conditions listed in the INDICATIONS section below. All implants are
intended lorsingle use only and should nol be reused underan( drcumslances. The general principles of

patient selection and sound surgical judgment apply Lo p ures involving Lhese devices.
IMPLANT MATERIALS
Titanium Stainless Steel Cobalt-Chrome
Grip 150 5832-3 150 5832-1 150 58324
ASTM F-136 ASTM F-138 1S0 5832-12
ASTM F-1295 ASTMF-139
Cable-Plate 150 5832-3 15O 5832-1 1SO 58324
ASTMF-136 ASTM F-138 1SO 5832-12
ASTM F-1295 ASTM F-139
Screw 1SO 5832-3 1SO 5832-1 N/A
ASTM F-136 ASTMF-138
ASTM F-1295 ASTM F-139

INDICATIONS: The SuperCable™ Grip and Plale Sysiem is indicaled lor use where wire, cable, or band
cerclage is used in combination wilh a Lrochanteric grip or bone plale. The SuperCable™ Grip and Plale
Syslem s intended Lo be used in conjunclion with Lhe SuperCable™ Iso-Hastic Cerclage System lor
reattachment of the greater trocharter following osteotorny or fracture, and for fixation of long bone
raclures.

CONTRAINDICATIONS:
- Aclive or suspecled infection, either syslemic or localized, in oraround the implant site,
- Palient conditions, mental o neurological, thal would tend Lo impact the patients ability Lo follow
physician’s instructions during Lhe posl-operalive healing phase,
Insufficient quality or quartity of bone, which would inhibit rigid device fixation,
Any disease affecting the support and fixation of the implart,
Distant foci of infection, such as genitourinary, pulmonary, skin or other siles which may spread to
theimplant site {the fod of infeciion should be treated prior o, during, and afler implantation),
- Demonstrated sensilivily to Titanium, Stainless Steel, or Coball-Chrome-Molybdenum orils alloys.

WARNINGS: An implant shauld never be re-used. Even though an implanl may appear undamaged,
Frevious handling and in-service siresses may have arealed imperfections Lhal would reduce Lhe service
ife of Lhe implanl. §§pealed bending back and forth of the plates should be avoided as Lhis action may
weaken Lhe plaleleading Lo plale breskage. If conlouring is required, use a bending press rather than plate
bending irons for a more conlrofied bend. The oplimal focalion for bending of the grip is in *neck” region,
belween the cable holes as shown in the Surgical Technique Guide. Avoid bending grips and plates al Lhe
localion of cable or screw holes. In the absence of funciional, healed bone, implant failure may occur i Lhe
bone segments are subjecled Lo repelilive loading overtime. Patients who smoke should be advised thal
an increased incidence of non-unjon has orted in patients who smoke. Improper placemenl,
positioning and fixation of these devices may result in unusual stress conditions reducing the service life
of the implant. The surgeon is (o be thoroughly familiar wilh Lhe surgical procedure, instruments and
implant characterislics prior o performing surgery. Periodic, long-term follow-up is recommended Lo
monitor the position and stale of the implants, as well as Lhe condition of the adjoining bone. Palients
should be questioned regarding sensilivily lo melals. If there is a question pertaining Lo the palient's
tolerance for (itanium, stainless steel, or coball chrome appropriale Lesting should be performed. The
following conditions, singularly or concurrently, tend to i severe loading on the affected bone,
Lhereby placing the patient al i%;her risk for failure: obesily, heavy labor, active sports %mpauon, high
general aclivily level, likelihood of falls, alcohol or drug addiction, and other disabilities. Someof Lhe alloys
used Lo produce orthopaedic implants conlain melallic elements thal may be cardinogenic in lissue
culftuires or intact organisms under unique circumstances, Questions have been raised in the scientific
literalure as Lo whether or noL these alloys themselves may be carcinogenicin implant recipients. Studies
conducted to evaluate this issue have not identified convinding evidence of such phenormenon, in spite
of Lthe millions of implants in use. Corrosion has been reported lollowing implantation of many metaliic
devices. Corrosionis 2 byproduct of the body's natural eleclrochemical response Lometal, Melals usedin
these implants are chosen for heir relatively inert behavior in the body and protective surface Uealmenls
are gen’ormed on the implants where arppropriate Corrosive processes likely will shorlen Lhe useful life
of the device, and could lead Lo an earlier Lhan desired revision (o replace the damaged components.
Stalnless steel and titanium Implants should never be used in combination. Trauma plale breakage
s reported in Lhe lileralure. Possible causes of breakage include, bul are nol limited Lo, over loading,
fretling corrosion, and delayed or non-union of the Iraciuire, osteolomy, of fusion site. In many instances,
adverse effects may be clinically related rather than implant related.” The surgjcal and postgperaﬂve
management of Lhe patient must be carried out with due consideration for all existing conditions of
increased risk. Mental allitudes or personality disorders resulling in palient’s failure lo adhere Lo histher
physiclan's orders might delay post-operative recovery and aggravate adverse effects.

Allinstrumentsin the ‘%?maresxppned non-sterfle and must be deaned and sterilized before
use. Implants are provided In elther sterile or non-sterile condition. Status of sterllity is dearly

the individual product label. Validaled sterfizalion cycle parameters are notedinthe -~

—..Jmar on the A
STERILITY AND HANDLING section below.
PRECAUTIONS: Once removed from heir original packaging, implants {unless already sierile packag
and instruments should be cleaned, stored and auloclaved per instructions stated in the Cleaning a
Malntenance section. Adequate inventory of the various sizes and configurations of implants should be
available in the organizer tray at the time of surgery to meet the requirements of each specific surgical
case. Following use, instruments should be thoroughly deaned prior to being replaced in the organizer
ray for sterilization. Drills should be inserted only into the instruments for which they are labeled.
The palienL must be advised of Lhe shorl and long term limitations of the procedure and the need lo
protect the implant from full weight bearing urtil a eauate fixationand healing have occurred. Excessive
activity and trauma affecting the reattachment and/or fixation have been implicated in failure of this
procedure by loosening, lraclure, and/orwear of theimplants. Loosening of Lhe components can resullin
increased production of wear particles, as well as damage o Lhe bone, making successful revision surgery
more difficutt. The patient should be cautioned to limit activities, protect the bone from unreasonable
stresses, and Lo follow Lhe instructions of Lhe physician wilh respect (o lollow-up care and Ureatment. The
patient should be wamed of the surgical risks, and made aware of possible adverse effects. The patient
should be wamed that the device cannot and will not replicate the flexibility, strength, reliability or
dyrability of normal healthy bone, Lhal the implant can break or become damaged, particularly as a resull.
of strenuous activity or trauma, and that the device has a finite expected service |ife and may need to be
replaced in the fullre. Transient bacleremia can occur jn daily e, Dental manipulation, endoscopic
examinalion, and other minor surgical procedures have been assodated wilh iransienl bacteremia. To
prevent infection at the implant sile, it may be advisable Lo use antibiotic prophylaxis before and alter
such procedures. Proper handling of any implant is mandatory. Prior to surgical use, a visual inspection
af each implant for possible imperfections should be performed. Damaged or allered implanls may
produce undesirable stresses and cause delects which could lead lo failure.

ADVERSE EFFECTS: With all implants, asymplomatic localized progressive bone resorption (osleolysis)
may occuraround of remote from Lhe prostheliccomponents asa consequence of foreign body reactions
Lo particulale maller. Particulale maleris generaled &?Lhe inleraction between implanl components, as
well as belween Lhe component and bore, primarily Lhrough wear mechanisms of adhesion, abrasion,
and fatigue. Osteolysis can lead Lo fulure complicalions necessilating the removal and replacement of
ﬁrostheﬁ:componemsA hrare.melalsensiuvit{[eaclionsin palients followingdeviceimplantation
ave been reported. Implantation of foreign material in tissues Gn resull in cellul3r reactions involving
lymphocytes, macrophages and fibroblasts. Early, or fate loosening, cracking, fracture or deformation of
aneor more companenis. This is often aliribulable o factors listed under “WARNINGS? Loosening may
also occur due to defective fixation o improper positioning. Early or late infection, which may require
removal of theimplant
PRE-OPERATIVE MANAGEMENT
. The suvgbeon should consider for surgery Lhose patients who are indicaled for the use of the
SuperCable™ Grip and Plate System.
The surgeon should not consider lor surgery Lhose patients who are conlraindicaled for use of the
SuperCable™ Grip and Plale System.
The surgeon should have a complele understanding of the surgical lechnique and of Lhe sysiem
design rationale, indicalions, conlraindications, and applications.
The surgeon should have a complele underslanzﬁnvinor Lhe Tunclion and limitations of each
implant and instrument. This musl include working knowledge of both dynamic compression
(DCP) and locking pate lechniques.
Careful pre-operative planning should include construct strategy and verification of required
inventory for the case.
Device components shold be received and accepted only in packages thal have ol been
damaged or Lami)ered with. Damaged implants or instruments should not be used. Components
must be carelully handled and stored in @ manner thal prevenis scralches, damage, and
COfFOSION.

Ibr”dT R#—OPERA‘HVE MANAGEMENT: See SuperCable™ Grip and Plale Syslem Surgical Technique
ochure.
POST-OPERATIVE MANAGEMENT

1. The palient should have a complele understanding of and compliance with the purpose and
limitations of the implant devices.

2. The surgeon should instruct_Lhe palient. regarding amount and limeframe alter surgery of
any weight-bearing aclivity. The palient should bé cautioned Lo govem his/her aclivity level.
Postoperalive therapy should be struclured Lo prevent excessive loading. The patient should be
released from the hospital with complele instructions and wamings(pre&zrablywriuen) regarding
[urther exercises and Lherapies.

3. Lale postoperative complications can include:

- Early,or late loosening, wear, and change in position of ane or more components,

- Trochanlericavulsion as a resull of excess muscular tension, early weight bearing, orinadvertent

intraoperalive weakening,
« Trochanleric nonunion due Lo inadequale realtachment and/or early weight bearing,
- Progressive bone resorption and osleolysis.
4. The paient should be encouraged Lo reportany unusual changes Lo his/her physician.

STERILITY AND HANDLING: All insLruments in the system are supplied non-sterile and must be deaned
and steriliced before use. Sterilization of instruments is accompéﬁed by autodlaving per Lhe foflowing
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recommended procedures:
Method CydeType Sterilization Exposure Time
Temperature
Steam Autoclave | Pre-Vacuum 132°Cto 135°C 8 minutes
{Wrapped) (270°F to 275°F) (Minimum)

glrzgdaled to the following standards: FDA's 21CFRS8, BS EN 554:1994, 556-12001and ANSI/AAMI

Method CydeType Sterilization Exposure Time
Temperature

Steam Autoclave | Pre-Vacuum 134°Cto 137°C 3 minutes

(Wrapped) (273°F to 278°F) (Minimum)

{Validaled Lo the lollowing slandards: FDA's 21CFRS8, BS EN 554:1994, NHS HTM2010 and 2030)

Instrumenlation must be thoroughly deaned prior Lo autodaving.

CLEANING and MAINTENANCE: All implants and instruments must be [ree of packaging material and
bioconlaminants prior Losterilization. Cleaning, maintenance and mechanical inspection must be
pesformed by hospital personnel Lrained in the general procedures of contaminant removal {unless
already slerile packaged) and use.

For manual cleaning, completel)k/”susubmerge instruments in neulral pH endozime delergent lor S
minutes. Use a sofl bristled, nylon brush Lo gently scrub Lhe device until all visible soil has been removed.
Particular allention should be given Lo hard 1o dean areas. Remove inslruments from Lhe engmatic
solution and rinse thoroughly Under running tap water. Thoroughly and :ggressrvebr brush and flush
through cannulaled areas using a waler jel with the exil end submerged. For aulomaled washing

and drying following manual deaning and rinsing, place inslrumenls in a suilable washer baskel and
load in' an automatic washer/drier. Cycle should be set for a Non-Caustic wash cycle for a duration of
70 minutes using a neutral pH endozime delergent. The endodme detergent should be used al a
specified concentration in a 14-minute cleaning cycle. Allow adequate time for drying. Inspect implants
and instruments for dryness prior Lo slerilization. Compliance with equipment instructions and/or
recommendations for chiemical solutions is required.

CAREand HANDLING: Use extreme carein handfing andslorage of implant components. Implants must
be handled with care. Bending, nolching, or scralching the implant surfaces may reduce Lhe strength,
latigue resistance and/or wear characteristics of Lhe implanLsystem. These, in lurn may induce internal
slresses thal are nol obvious Lo Lhe eye and may lead Lo Tracture of the componens. Implants and
instruments should be prolected during storage Irom corrosive environments, such as sall air, elc. Only
instruments designed for use with Lhis syslem should be used o assure comect implantation. Review of
these handling instructions is important. Damaged inslruments may lead Lo improper implaniL position
and resultin implant [ailure. Thorough lamiliarity with the surgical Lechnique is essential Lo ascertain Lheir
properworking condition.

PACKAGING and LABELING: See Product Label for information regardindg the |§peciﬁc products
referenced in this document. Implants and inslruments should be accepled only il received by Lhe
hospitat or surgeon wiLh the faclory packaging and labeling inlacl.

ACAUTION

This document sets forth recommended 'pmcedures for using Kinamed devices and instruments. It
offers guldance, but, aswith any technical guide, each surgeon must consider the particutar needs of
each patient and make appropriate adjustment as necessary.

DANISH
DA :uper(abje‘:gieb og pladesystem
ruger

FORHOLDSREGEL
I henhold 1l gaidend ikansk lov (USA) mé denne anordning kun szlges af lzger eller pa
lzegers ordinering.

INFORMATION OM ANVENDELSEN AF KINAMED SUPERCABLE™ GREB OG PLADESYSTEM USA og
inlemnationale patenier afventes.
GENEREL INFORMATION: Deile dokument indeholder generel information om SuperCable™ Igreb og
desysiem. SuperCable™greb og pladesystem besLir al trochanler reaitachmentgreb, kabelplader og
riikale knogleskeuer, der er beregnet Ui brug i forbindelse med 1,5mm diameler SuperCable Iso-Elastic
cerclage polymer kabler. Kableme g?;jgennem grebene og plademe, og giver fiksering ved at forbinde
disse anordninger Ul knogler med brud eller osteomi, Kortikale knogleskruer kan anvenides i forbindelse
med kabelplademe til ekstra fiksering, hvis Kirurgen skenner, at det er r]vzsdven%&gy Systemet omfatter
el udvalg al kabelgreb, -plader og i diverse slanelser og malerialer, med tilherende manuelle
Kirurgiske instrumenter, der giver den alsidighed, der er nedvendig for at behandle specifikke lidelser
angivel i INDIKATIONER-afsnillet undemeden. Alle implantater er kiin beregnel (i engangsbrug, de ma
ikke genbruges under nogen omslaaggls%heder. De almindelige principper lor patientudvagelse og

fornuftig kirurgisk demmekralt geelder for disse procedurer.
IMPLANTATMATERIALER
Titanium Rustfrit stil Kobaltkrom
Greb 1S0 58323 150 5832-1 1S0 5832-4
ASTM F-136 ASTMF-138 1SO 5832-12
ASTM F-1295 ASTMF-139
Kabelplade 1SO 5832-3 150 5832-1 1SO 5832-4
ASTMF-136 ASTM F-138 10 5832-12
ASTM F-1295 ASTMF-139
Skrue 1SO 58323 1SO 5832-1 Ikke relevant
ASTMF-136 ASTMF-138
ASTM F-1295 ASTMF-139

INDIKATIONER: SuperCable™greb og pladesysiem er beregnel Lil brug hvor melaltrdd, kabler eller
bénd cerlage er anvendL i [orbindelse med el Wrochanter greb eller knogleplade. SuperCable™ greb
og pladesysiem er beregnel (il brug i forbindelse med SuperCable” so-Elastic cerclagesyslemel (i
reattachrment af den store trochartter efter osteotom efler brud, og til fiksefing af lange knoglebrud.

KONTRAINDIKATIONER:
- Infektioner efler mistaenkie infeklioner, enlen systemaliske eller lokale, i eller omkring
implantatomradet.
- Palient tilstand, mental eller neurologisk, der kunne kan have betydning p3 patieniens evne il al
lalge lzzgens anvisninger under den postoperalive hefingsfase,
Utilstraeklelig knoglekvalitet eller -kvartitet, dervil forhindre fast fiksering af anordningen,
Enhver sygdom, der pévirker understettelsen og fikseringen afimplantatet,
Infektion al urogenilalis, pulmonal, hud eller andre steder, der kan spreedes il implantalstedet,
(infeklionsstedel bar behandles far, under og efler implaniereing).
- Overlalsomhed over for titanium, rustfriL sidl, og kobaltkrom-molybdzen eller dets legeringer.

ADVARSLER: Ei implanlal bar aldrig genbruges. Selvom implantalel synes at vaere uskad, kan slress
Ira tdligere handv.er'rnq 0g brug havde fordraget fejl, der vil reducere implantates anvendelsesliv.
Genlagen bukning af pladén ber undgs, da denne handling kan sveekke pladen og medlere at pladen
. Hyis formning er nedvendig, brug en bukkepresse| sledel lor et plade bukkejern for en mere
anrollereLbuMing | oplimale sled a bukke grebel er i *hals™omridet, mellem def andet og lredie
sl kabelhuller. Undgd al bukke greb o%yladerv kabel-og skruehullermne. |mangle al funklionsdyglige,
helede knogler, kanimplanlalsvi[gl forekomme, hvis knoglesegmenler udszelles for genlagen belasining
over tid. Patienter, der ryger, skal informeres om at der ef rapporteret foreget hyppti!qhed afikke-fiksering
| patientter, der ryger. Ukorekt anbringelse, placering og fiksering af disse anordninger kan resuitere
i ussedvanli stresstistande, der reducere implantatels fv. Kirurgren skal veere grundigl bekend med
den kirurgiske procedure, inslsumenter og implantal kendelegn Ter indgrebel.~ Langsiglet, periodisk
olgning anbefales for al monilorere placeringen og Lilslanden alimplantalerne, s& vl som Uistanden
af den liledende knogle. Palienter bar adsperges anghende sensilivitel for melaller. Hvis der er
spargsmd| vedrerende palientens tolerance for Lianium, ruslfiiL sl eller kobaltkrom, bar de relevante
Lests udfares. De felgende tistande, alene eller sidelabende, plejer al lzgge alvodi%abelaslning pa den
pavirkede kno?|e, g derved placere palienlen i en hajere risicigruppe: ledme, RardL fysisk arbe&de,
akiiv sportsdeflagelse, hejl akiivitelsniveau, sandsynlighed for fald, alkohol- eller narkoalheengighed
eller andre skavanker. Nogle legeringer brugl Uil"al producere orlopaediske implantater indeholder
melalliske elementer, der kan vaere carcinogene i veevdyrkning eller uskadle organismer i unikke lilfzelde.
Spargsmal har vaerel rejsL i videnskabelig lilteratur om disse legeringer sely kan vaere cardinogene i
implantalmodiageme. Studier udfart for at vurdere delie anli?gende, har tkke fundel overbevisende
beviser af el sidan [zznomen, [pé Lrods af al millioner al implantater er 1 bm% Korrosion er blevel
rapporterel efler implantation af mange melalliske anordninger. Korrosion er et biprodukt af kroj
nalurlige eleklrokemiske reaktion Uil melal Melaller anvendt idisse implantater er valgl lor deres relative
inerte veeremade i kroppen, og hvor hensigtsmeessigt, er implantaterne blevet overfladebehandiet for at
balgue dem. Den korrosive proces vil forkorte ano;ggi%etns liv og kan fere til en Lidligere end enskel
revidering Lil al udskille beskadi?el komponenler. stil og titanium implantater bor aldrig
blive brigt sammen. Traumeplade braaka?e er rapporterel i lilleraluren. Mulige rsager Uil braekage
inkluderer, men er lkke begraenset tl, overbelastning, slidkorrosion og forsinket efleri ering af brud,

.- osleclomiellerlusionsied. | mange-ilfelde fan bivirninger vaere Kinisk relalerede snarere endimplantal -
relalerede.- Den kirurgiske o? posioperalive palientbehandiing skal udiares med passende hensyn L

Je lidelsér med loregel risiko. Menlale indslﬂlin?er eller personligh@dsrorswrrelserfder kan

resullere i al patienten ikke folger sin leges anvisninger, kan Torsinke posloperativ bedring og forvaerre

bivirkninger, fmplantater o enter leveres jide-sterile og skal reﬁ{ars steriliseres
furd brue?gj. Godkendte steril%hgsparameua er angivel i STE%ILI'I%I’& 0G NDTE?{?NGSaI'snilLeL
undernegen.

FORHOLDSREGLER: Efler udiageke al deres emballage, skal implantaler {medmindre de allerede
er slerill emballerel) og inslrumenter rengeres, opbeveares og auloklaveres efler anvisningerme i
Rengerings- og Vedligeholdelses-afsnillel. Et lilslreekkeligl lager al implanlaler i diverse siarrelser og
udlormninger ber vaere Ui réd%hediorganiseri sbakken pa operationstidspunktel, for al imedekomme
det specifikke operationstilfeelde. Efter brug ska! instrumenteme geres grundigt rene, fer de placeres i
organiseringsbakken Uil steriliseting. Bor m& kun indszelles i de instrumenter de er markeret U,
Patienten skal informeres om de kort- og langtidsbegraensninger proceduren medfare, og behovel for
at beskytte implarttatet mod fuld vaegtbelastning indtil nok fiksering og heling er indtruffet. Overdreven
aktivitet og traume, der bererer reattachmerit og/eller fiksering, har vaeret impliceret i, at denne
procedure svigler pga. lesning, brud og/eller slid p8 implantatet. Lesning af komponenter kan resullere
1foragel produktion af slidpartikler, s& vef som skade il ?glen, der ger Succesfuld revisionskirurgi mere
vanskeligl. Palienlen bar advares mod for megel aklivitel, [or at beskylie knoglen mod urimelig siress og
al falge laegens anvisninger angaende oplelgning o%abehandﬁng. Patienten bar advares molé kirurgiske
fisici O%g gares opmaerksom pd mulige bivirkninger. Palienten bar advares om al anordningen ikke kan
reproducere den fleksibilitet, styrke, pélidelighed eller holdbarhed som normale, sunde knogler har, at
implantalel kan brakke eller blive beskadigel, sarf%erler anstrengende aklivite eller raume, og al
anordningen har en begraensel levelid og skal méske udskifles i fremtiden. Forbigdende baklerizmi
fan forekomme i hverdagen. Tand manipulering, endoskopisk undersegelse og andre mindre kir;;giske
nndgi;eb er blevel forbundel med forbigaende baklerizemi. For al undgd infekiion pd implantatstedel, er
dethensigimassigl al bruge anlibiolisk profylakse fer og efler sdanne procedurer. Korrekl handlering
al elthverlimplaniat er pégav. el. Fer kirurisk anvendekse, skal hvert implantal efterses for mulige fejl
Beskadiget eller modificeret implantater kan frembringe uensket stress og fordrsage fefl, der kan lede tii
svigl.

UBNSKEDE BIVIRKNINGER: Med alle implantater, kan oplesning arkno?levav {osleolysis) lorekomme
rundt om efler t‘?emt fra protesekomponenten, som felge af fremmedlegme reaktioner til partilulaer
malerie. Partikuleer malerie er genereret al udvekslingen mellem implantatkomponeneter, s vel som
mellem komponenterog knogle, primzer gennam adhzesion, sfita o0g melallrzethed af slidmekanismer.
Osteolysis kan give komplikationer, der fordrsager fiemelse og udskiftning af protesekomponenter, Skant
?jaldenl, er mélalsensivilelsreaklioner i palienter eller implantering blevel rapporierel. Implantation af
remmed maleriale i veev kan resulterer i cellulzere reaktioner, der involverer lymfacyller, makrofager og
fibrablaster, ﬂdlig{g{l{er sen lesning, krakelering, brud %eller deformation af en eller flere komponenter.
Delle er ofle lilskevel laklorer anfarl under “ADVARSLER” Lesning kan ogsd skyldes ufuildslaendig
fiksering eller ukorrekt placering, Tidlig eller sen infektion, der kan kreeve flemelse afimplantatet.

PRAOPERATIV BEHANDLIING:

1. Leeger ber anbefale palienter, der er indicerel Lil brugen af SuperCable™ greb og pladesystem,
denne operation.

Lage; bar ikke anbefale patienter, der er konraindicerel Uil brugen af SuperCable™ greb og
pladesystem.

Kirurgen skt have fuld forstaelse for de kirurgisk
kontraindikationer og anvendelser.

Kirurgen skal have Iuld forstdelse for funkiionen og begraensningerne al hvert implanial o
ir;inlvlmenL Delle skal omfatle kendskab 1l bade dynamisk kompression (DCP} og Hsepk
teknikker.

Prazoperativ planlaegning ber omfatte konstruktionsstrategi og verificering af nedvendigt lager.
Komponener bar kun modlages og accepleres i emballage, der ikke er beskadiget elfler har
vaerel pillel ved. Beskadiget implantaler eller instrumenter bar aldrigea nvendes. Komponenter skal
handleres lorsigligl og opbevares p4 en made, der forhindre at de bliver ridsel, beskadiget og
&lsel.

‘0g syslemdesignralionalel, indikationer,

HowoN
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INTRA-OPERATIV BEHANDLIING: Se SuperCable™greb og pladesystems kirurgiske Leknikker brochure.

POSTOPERATIV BEHANDLIING:

1. Patienten ber have fuld lorslselse for og komplians med hensiglen og begrzensningerne al
implantatanordningeme.

2. Kirurgen ber informere g;tfienlen om lid og lidslabeller for vaegibelastende aklivileler efier
operalionen. Palienten ber advares om al slyre sil akivilelsniveau. Posloperativ behandling
ber struktureres for at forhindre overfledig v Patienten ber udskrives fra hospitalet med
luldstzendige anvisninger og advarsler {helst skrilliige) om fremtidig motion og behandlinger.

3. Sene posloperalive komplikationer kan omfatte:

- Tidlig eller sen lsning, slid og zendring af placering afen eller flere komponenter,
+ Trochanler avulsion, som el resultal af for megel muskelspeending, tidlig veegibelasining eller
ulilsiglel intraoperaliv svaekkelse.
» Ikke-fiksering af trochanter pga.utiistraskkellg reattachmient og/eller tidlig veegtbelastning,
= Oplasning af knogleveev og osleolysis.
4. Palienten bar lilskyndes al rapportere enhver uszedvanlig forandring til sin leege.

STERILITET OG HANDTERING: Alle instrumenter i syslemel lerveres 'kk’g;s edle og skal rengares
rfulgl araulggl

steriliseres far brug. Sterilisering al inslrumenter og implantater er efle lavering iTalge de
anbefalle procedurer:
Metode Cyddus Sterilisering: Eksponeringstid
type temperatur
Damp Pree- 132°C1il 135°C 8 minutter
autoklave vakuum (270°F til 275°F) (Minimum)
{Emballeret)
{Oplylder de felgende krav: FDA's 21CFRSS, BS EN 554:1994, 556-1:2001 0g ANS/AAMI STS2006)
Metode Cyddus Steriliseri Eksponeringstid
type temperatur
Damp autoklave | Pree- 134°C1il 137°C 3 minutter
(Emballeret) vakuum (273°F til 278°F) (Minimum)

(Oplylder de felgende krav: FDA's 21CFRS8, BS EN 554:1994, NHS HTM2010 0g 2030)

Instrumenterne skal vaere grundigl rengjort far autoklavering.
RENG@RING og VEDLIGEHOLDELSE: Alle implantaler og instrumenler skal veere fi for
emballeringsmaleriale og biologisie fremmedlegemer for slerilisering. Rengaring, vedligeholdelse
og mekarisk eflersyn “skal udlores af hospilalspersonale, der er uddannel i de generelle
Féocedurer for flemelse af urenheder (medmindre de allerede er sterilt emballeret) 6g brug,
r manuel rengoring, nedseenk insirumenteme hell i neulrall pH endozime rengeringsmiddel i
S minutter. Brug en blad nylonberste tl forsigtit at skrubbe ancrdningen, indtil al synfig snavs er fiernet.
Veer seerlig opmaerksom pd sleder, der er svaere al rengere. Fiem insumenteme fra den encymatiske
oplesning og skyl grundigl under rindende vand. Barst og skyl rerformede omrder grundigl med en
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