WKnee .

KNEE PROSTHESIS SYSTEM INSTRUCTIONS FOR USE (IFU)
(EN)

c €2803

EN
IMPORTANT NOTE:

The HIPKNEE Knee system (Proknee-Orthoknee) is a reconstructive knee
system intended for patients suffering from pain and/or deformity of the knee
joint.

DESCRIPTION OF THE SYSTEM:

HIPKNEE manufactures this Knee System in a variety of sizes to accommodate
differing surgeon and patient requirements.

The Knee System consists of :

eFemoral components(Cemented and Uncemented) manufactured form cast
Cobalt Chromium alloy confirming to ISO 5832-4.- ASTM F 75

eTibial components (Cemented and Uncemented) manufactured from cast
Cobalt Chromium alloy confirming to ISO 5832-4 - ASTM F 75

sTibial Component Stem manufactured from Titanium Alloy confirming to ISO
5832-3

eTibial inserts manufactured from UHMWPE /Cross Linked UHMWPE
confirming 1SO 5834-2

ePatella components manufactured from UHMWPE confirming ISO 5834-2

Description of the component material is provided on the labels Each Knee
Component is designed as part of a system and does not allow the substitution
of components from other systems or manufacturers. All implantable devices
are designed sterile and for Single-Use only. The Hydroxyapatite or Titanium
Plasma / Porous coatings applied to implant surfaces are intended for
uncemented arthroplasty.

Intended Use: The HIPKNEE Knee Prosthesis System is intended for use in knee
arthroplasty to reduce pain, correct deformity and improve knee function and
mobility in skeletally mature patients with damaged knee joint surfaces.

Intended User: The primary user of this device is an orthopaedic surgeon trained
and experienced in knee arthroplasty. The user shall have adequate professional
qualification, training and experience in total knee arthroplasty, revision knee
arthroplasty, cemented/cementless fixation techniques and related surgical
instrumentation.

Indications:

Knee Systems are indicated for use in knee arthroplasty for reduction or relief
of pain and/or improved knee function in skeletally mature patients with the
following conditions:

1) Non-inflammatory degenerative joint disease including osteoarthritis,
traumatic arthritis, or avascular necrosis;

2) inflammatory degenerative joint disease including rheumatoid arthritis;

3) correction of functional deformity;

Indications For Cemented And Cementless Fixation:

Cemented Prostheses: Cemented femoral components and cemented tibial
components are intended for use where immediate fixation is achieved
through the use of bone cement (PMMA). Cemented fixation may be preferred
in patients with reduced bone quality, osteoporosis, poor bone stock, elderly
patients, or where the surgeon determines that cemented fixation provides the
most appropriate clinical outcome.

Cementless Prostheses: Cementless femoral components and cementless tibial
components are intended for biological fixation through bone ongrowth and/or
ingrowth. Cementless components are recommended in patients with
adequate bone quality and sufficient bone stock to achieve primary stability
and long-term biological fixation.

Hydroxyapatite (HA), Titanium Plasma or Porous Coated Components:
Components incorporating Hydroxyapatite (HA), Titanium Plasma or porous
coatings are designed for cementless fixation and shall not be implanted using
bone cement unless specifically indicated on the product label.

The surgeon is responsible for selecting the appropriate fixation method,
cemented or cementless, based on patient anatomy, bone quality, age, activity
level, clinical condition and intraoperative findings.

POSSIBLE ADVERSE EFFECTS:

The general principles of good patient selection and sound surgical judgment
apply to the total knee procedure. Preoperative planning and meticulous surgical
technique are essential to achieve optimum results. Considerations of anatomic
loading, soft-tissue condition, and component placement are critical to minimize
a variety of postoperative complications.

1. Osteolysis (progressive bone resorption). Osteolysis can be asymptomatic,
and therefore, routine periodic radiographic examination is vital to prevent any
serious future complication

2. Particulate generation leading to increased wear rates necessitating early
revision. Soft tissue imbalance leading to excessive wear;

3. Allergic reactions to materials; metal sensitivity that may lead to histological
reactions;

4. Delayed wound healing; deep wound infection (early or late) which may
necessitate removal of the prosthesis. On rare occasions, arthrodesis of the
involved joint or amputation of the limb may be required;

5. A sudden drop in blood pressure intra-operatively due to the use of bone
cement;

6. Damage to blood vessels or hematoma;

7. Temporary or permanent nerve damage, peripheral neuropathies and
subclinical nerve damage as possible result of surgical trauma resulting in pain
or numbness of the affected limb;

8. Cardiovascular disorders including venous thrombosis, pulmonary embolism,
or myocardial infarction;

9. Dislocation, migration and/or subluxation of prosthetic components from
improper positioning, trauma, loss of fixation and/or muscle and fibrous tissue
laxity;

10. Periarticular calcification or ossification, with or without impediment to
joint mobility;

11. Varus-valgus deformity;

12. Traumatic arthrosis of the knee from intraoperative positioning of the
extremity;

13. Inadequate range of motion due to improper selection or positioning of
components,periarticular calcification, flexion contracture;

14. Femoral, tibial or patellar bone or component fracture intraoperatively or
postoperatively; fracture by trauma or excessive loading, particularly in the
presence of poor bone stock;

15. Undesirable shortening or lengthening of the limb;
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16. Aggravated problems of the affected limb or contralateral extremity by leg
length discrepancy, excess femoral medialization, or muscle deficiency;
17. Pain.

Contraindications

Tibia, femur or patella fractures.

Blood Circulatory constriction such as arteriostenosis

Known allergic reaction to CoCr

Infection

Children or patients with skeletal immaturity

Tumors, cysts in the distal femur, proximal tibia

Cementless components are contraindicated in patients with insufficient bone
stock or bone quality where adequate primary stability cannot be achieved.
Cemented components are contraindicated in patients with known
hypersensitivity to bone cement constituents.

NounhkwNpe

WARNINGS AND PRECAUTIONS:

The patient should be warned of surgical risks, and made aware of possible
adverse effects. The patient should be warned that the devices do not replace
normal healthy bone, and that the implant can break or become damaged as a
result of strenuous activity or trauma, and has a finite expected service life and
may need to be replaced in the future. Higher rates of wear may be initiated by
particles of cement, metal, or other debris which can cause abrasion of the
articulating surfaces. Higher rates of wear may shorten the useful life of the
prosthesis, and lead to early revision surgery to replace the worn prosthetic
components.Loosening, bending, cracking, or fracture of implant components;
fracture of the implant can occur as a result of trauma, strenuous activity.

The potential long-term biological effects of metal wear debris and metal ion
production are not known. Questions regarding carcinogenicity have been raised
in literature; no studies have conclusive evidence that metal wear debris or
metal ions are carcinogenic.

Ligament stability, based on maintained isometry throughout knee of motion.
Designed to maintained colleteral stability throughout the range of motion.
Improper selection, placement, positioning, alignment and fixation of the
implant components may result in unusual stress conditions which may lead to
subsequent reduction in the service life of the prosthetic components.
Malalignment of the components or inaccurate implantation can lead to
excessive wear and/or failure of the implant or procedure. Inadequate
preclosure cleaning (removal of surgical debris) can lead to excessive wear.

Use clean gloves when handling implants. Laboratory testing indicates that
implants subjected to body fluids, surgical debris or fatty tissue have lower
adhesion strength to cement than implants handled with clean gloves. Improper
preoperative or intraoperative implant handling or damage (scratches, dents,
etc.) can lead to crevice corrosion, fretting, fatigue fracture and/or excessive
wear. Do not modify implants. The surgeon is to be thoroughly familiar with the
surgical technique, implants and instruments prior to performing surgery.

MR Information

The HIPKNEE Knee Prosthesis System is MR Conditional. Before MRI
examination, the patient should inform the physician and MRI personnel about
the implant. MRI examination should be performed only when the conditions for
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an MR Conditional implant are met. The implant may affect MR image quality
around the implant area.

Preoperative:

1. Patient selection should consider the following factors which could lead to
increased risk of failure and can be critical to the eventual success of the
procedure: the patient’s weight, activity level, occupation and lifestyle.

2. The patient should be warned of surgical risks, and made aware of possible
adverse effects. The patient should be warned that the prosthesis does not
replace normal healthy bone, that the prosthesis can break or become damaged
as a result of certain activity or trauma, has a finite expected service life, and
may need to be replaced at some time in the future. The patient should also be
advised of other risks that the surgeon believes should be disclosed. The patient
should be advised that any noise or unusual sensation should be reported to the
surgeon as it may indicate implant malfunction.

3. Use care in handling and storing of implant components. Cutting, bending, or
scratching the surfaces of components can significantly reduce the strength,
fatigue resistance and/or wear characteristics of the implant system. These in
turn may induce internal stresses that are not obvious to the eye and may lead
to fracture of the component.

4. Surgical information is available upon request. The surgeon should be familiar
with the technique.

5. An adequate inventory of implant sizes should be available at the time of
surgery.

6. Intraoperative fracture or breaking of instruments can occur. Instruments
which have experienced extensive use or excessive force are susceptible to
fracture. Instruments should be examined for wear and damage prior to surgery.

Intraoperative:

1. The correct selection of the implant is extremely important. The appropriate
type and size should be selected for patients with consideration of anatomical
and biomechanical factors such as patient age and activity levels, weight, bone
and muscle conditions, etc. Generally, the largest cross-section component
which will allow adequate bone support to be maintained is preferred. Failure to
use the optimum size component may result in loosening, bending, cracking, or
fracture of the component and/or bone.

2. Modular components must be assembled securely to prevent disassociation.
Avoid repeated assembly and disassembly of the modular components which
may compromise a critical locking action of the components. Surgical debris
must be cleaned from components before assembly. Debris may inhibit the
proper fit and locking of modular components leading to early failure of the
procedure.

3. Prior to closure, the surgical site should be thoroughly cleaned of bone chips,
extraneous cement, etc.; foreign particles at the metal and/or plastic interface
may cause excessive wear and/or friction.

4. An implant should never be reused. While it may appear undamaged,
imperfection may exist which would reduce the service life of the implant.

Extramedullary alignment metot:

Rotational alignment can be achieved by aligning the ankle clamp attachment
shaft with second toe. You can choose 5 degree or 0 degree posterior angle on
resection quide.

Postoperative:

1. The patient must be advised of the limitations of the reconstruction and the
need for protection of the prosthesis from full weight bearing until adequate
fixation and healing have occurred. Excessive activity and trauma affecting the
joint replacement have been implicated with failure of the reconstruction by
loosening, fracture and/or wear of the prosthetic components. Loosening of the
components can result in increased production of wear particles, as well as
damage to the bone, making successful revision surgery more difficult.

2. Periodic, long-term follow-up is recommended to monitor the position and
state of the prosthetic components, as well as the condition of the adjoining
bone.

3. Periodic postoperative x-rays are recommended for close comparison with
early post-op conditions to detect long term evidence of changes in position,
loosening, bending, or cracking of components

PACKAGING AND LABELING:

Components should only be accepted if received by the hospital or surgeon with
the factory packaging and labeling intact. Products cannot be reused as indicated
on the label.

STERILIZATION / RESTERILIZATION:

All implants are supplied sterile and have been packaged in protective trays. The
method of sterilization is noted on the package label. All radiation sterilized
components have been exposed to a minimum of 25 kiloGrays of gamma
radiation. Inspect packages for punctures or other damage prior to surgery, If
the sterile barrier has been broken, return the component to HIPKNEE. If metal
products are out of use after opening, they cannot be sterilized again. HIPKNEE
accepts no responsibility for the use of implants resterilized after contact with
body tissues or fluids. Polyethylene products cannot be resterilized.

MEANING OF SYMBOLS:

Consult the user manual.
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ONEMLI NOT:
HIPKNEE Diz sistemi (Proknee -Orthoknee), diz ekleminde agri ve/veya sekil
bozuklugu olan hastalara yonelik rekonstriktif bir diz sistemidir.

SISTEMIN ACIKLAMASI:

HIPKNEE, bu Diz Sistemini farkli cerrah ve hasta gereksinimlerini karsilamak igin
cesitli boyutlarda Uretmektedir.

Diz Sistemi asagidakilerden olusur:

¢ Femoral bilesenler (Cimentolu ve Cimentosuz), ISO 5832-4'e uygun dokme
Kobalt Krom alagimindan Uretilmistir. - ASTM F75

* |SO 5832-4 - ASTM F 75'e uygun dokim Kobalt Krom alagimindan tretilmis
tibial bilegsenler (Cimentolu ve Cimentosuz)

¢ 1SO 5832-3'e uygun Titanyum Alagimindan Uretilmis Tibial Bilesen Stemi
 1SO 5834-2'yi onaylayan UHMWPE/Gapraz Baglanti UHMWPE'den uretilmis
tibial ekler

¢ 1SO 5834-2 onayll UHMWPE'den uretilmis Patella bilesenleri

Bilesen malzemesinin agiklamasi etiketlerde verilmistir. Her Diz Bileseni bir
sistemin pargasi olarak tasarlanmistir ve diger sistemlerden veya ureticilerden
alinan bilegenlerin degistirilmesine izin vermez. Tum implante edilebilir cihazlar
steril ve yalnizca Tek Kullanimlik olarak tasarlanmistir. implant yiizeylerine
uygulanan Hidroksiapatit veya Titanyum Plazma / Gozenekli kaplamalar
¢imentosuz artroplasti amaghdir.

Amaglanan Kullanim: HIPKNEE Diz Protez Sistemi, hasarli diz eklem ylizeylerine
sahip, iskelet gelisimini tamamlamig hastalarda agriy azaltmak, deformiteyi
diizeltmek ve diz fonksiyonu ile hareket kabiliyetini artirmak amaciyla diz
artroplastisinde kullanima yoneliktir.

Amaglanan Kullanici: Bu cihazin asil kullanicisi, diz artroplastisi alaninda egitimli
ve deneyimli ortopedik cerrahtir. Kullanici; total diz artroplastisi, revizyon diz
artroplastisi, cimentolu/cimentosuz fiksasyon teknikleri ve ilgili cerrahi
enstrimantasyon konusunda yeterli mesleki nitelik, egitim ve deneyime sahip
olmalidir.

Endikasyonlar:

Diz Sistemlerinin, agsagidaki kosullara sahip iskelet yapisi olgun hastalarda agrinin
azaltilmasi veya hafifletiimesi ve/veya diz fonksiyonunun iyilestirilmesi icin diz
artroplastisinde kullaniimasi endikedir:

1) Osteoartrit, travmatik artrit veya avaskiler nekrozu igeren inflamatuar
olmayan dejeneratif eklem hastaligi;

2) romatoid artrit dahil inflamatuar dejeneratif eklem hastaligs;

3) fonksiyonel deformitenin dizeltilmesi;

Cimentolu ve Cimentosuz Fiksasyon igin Endikasyonlar:

Cimentolu Protezler: Cimentolu femoral komponentler ve gimentolu tibial
komponentler, kemik ¢imentosu (PMMA) kullanilarak primer fiksasyonun
saglandigi durumlarda kullanima yoneliktir. Cimentolu fiksasyon; kemik kalitesi
azalmis, osteoporozu bulunan, kemik stogu yetersiz olan, ileri yastaki hastalarda
veya cerrahin ¢imentolu fiksasyonun en uygun klinik sonucu saglayacagina karar
verdigi durumlarda tercih edilebilir.

Cimentosuz Protezler: Cimentosuz femoral komponentler ve ¢cimentosuz tibial
komponentler, kemik ongrowth ve/veya ingrowth yoluyla biyolojik fiksasyon
saglanmasi amaciyla kullanima yoneliktir. Cimentosuz komponentler, primer
stabilitenin ve uzun dénem biyolojik fiksasyonun saglanabilmesi igin yeterli
kemik kalitesi ve kemik stogu bulunan hastalarda onerilir.

Hidroksiapatit (HA), Titanyum Plazma veya Poroz Kapli Komponentler:
Hidroksiapatit (HA), Titanyum Plazma veya poroz kaplama igeren komponentler
¢imentosuz fiksasyon igin tasarlanmistir ve triin etiketinde 6zel olarak
belirtiimedikge kemik gimentosu ile implante edilmemelidir.

Hasta anatomisi, kemik kalitesi, yas, aktivite diizeyi, klinik durum ve intraoperatif
bulgular dikkate alinarak uygun fiksasyon yonteminin ¢imentolu veya
¢imentosuz olarak segilmesinden cerrah sorumludur.

MUHTEMEL KOTU ETKILER:

lyi hasta secimi ve saglam cerrahi karara iligkin genel prensipler total diz
ameliyati igin gegerlidir. Optimum sonuglara ulagsmak igin ameliyat oncesi
planlama ve titiz cerrahi teknik sarttir. Anatomik yiikleme, yumusak doku
durumu ve bilesen yerlestirme hususlari, gesitli postoperatif komplikasyonlari en
aza indirmek igin kritik 5neme sahiptir.

1. Osteoliz (ilerleyen kemik erimesi). Osteoliz asemptomatik olabilir ve bu
nedenle rutin periyodik radyografik muayene, gelecekteki ciddi
komplikasyonlari 6nlemek igin hayati 6neme sahiptir.

2. Erken revizyon gerektiren aginma oranlarinin artmasina yol agan partikiil
olusumu. Asiri aginmaya yol agan yumusak doku dengesizligi;

3. Malzemelere kars alerjik reaksiyonlar; histolojik reaksiyonlara yol agabilecek
metal hassasiyeti;

4. Gecikmis yara iyilesmesi; Protezin ¢ikarilmasini gerektirebilecek derin yara
enfeksiyonu (erken veya geg). Nadir durumlarda, ilgili eklemin artrodezi veya
uzvun amputasyonu gerekli olabilir;

5. Kemik gimentosu kullanimina bagl olarak ameliyat sirasinda kan basincinda
ani dusls;

6. Kan damarlarinda veya hematomda hasar;

7. Etkilenen uzuvda agr veya uyusukluk ile sonuglanan cerrahi travmanin olasi
sonucu olarak gegici veya kalici sinir hasari, periferik néropatiler ve subklinik
sinir hasari;

8. Venoz tromboz, pulmoner emboli veya miyokard enfarktiist dahil
kardiyovaskuler bozukluklar;

9. Uygunsuz konumlandirma, travma, fiksasyon kaybi ve/veya kas ve fibréz
doku gevsekligi nedeniyle protez bilesenlerinin yerinden ¢ikmasi, yer
degistirmesi ve/veya subluksasyonu;

10. Eklem hareketliligine engel olsun veya olmasin periartikiiler kalsifikasyon
veya kemiklesme;

11. Varus-valgus deformitesi;

12. Ekstremitenin intraoperatif pozisyonundan kaynaklanan dizin travmatik
artrozu;

13. Bilesenlerin yanlis segimi veya konumlandirilmasi nedeniyle yetersiz hareket
aralig), periartikiler kireglenme, fleksiyon kontraktiirii;

14. Ameliyat sirasinda veya ameliyat sonrasinda femoral, tibial veya patellar
kemik veya bilesen kirigi; 6zellikle kemik stokunun zayif oldugu durumlarda
travma veya asiri yikleme nedeniyle kiriima;

15. Uzvun istenmeyen sekilde kisalmasi veya uzamasi;

MHIPKNEE MEDIKAL SAN. TiC. LTD.STi.- 10016 SOKAK NO:20 AOSB GiGLi iZMiR- TURKIYE

Tel: 02323252323 www.hipknee.com.tr

16. Etkilenen ekstremite veya kontralateral ekstremitede bacak uzunlugu
farkliligi, asiri femoral medializasyon veya kas eksikligi nedeniyle agirlasan
problemler;

17. Acu.

Kontrendikasyonlar

Tibia, femur veya patella kiriklari.

Arteriyostenoz gibi kan dolasimi daralmasi

CoCr'ye karsi bilinen alerjik reaksiyon

Enfeksiyon

iskelet gelisimi gelismemis cocuklar veya hastalar

Distal femur, proksimal tibiadaki tumérler, kistler

Yeterli primer stabilitenin saglanamayacag yetersiz kemik stogu veya kemik
kalitesine sahip hastalarda gimentosuz komponentlerin kullanimi
kontrendikedir. Kemik gimentosu bilesenlerine karsi bilinen asiri duyarlihgi olan
hastalarda ¢imentolu komponentlerin kullanimi kontrendikedir.

NouhwNe

UYARILAR VE ONLEMLER:

Hasta cerrahi riskler konusunda uyarilmali ve olasi yan etkiler konusunda
bilgilendirilmelidir. Hasta, cihazlarin normal saglkli kemigin yerini alamayacagi,
implantin  zorlu aktivite veya travma sonucu kirilabilecegi veya hasar
gorebilecegi, beklenen hizmet 6mriintin sinirl oldugu ve gelecekte degistirilmesi
gerekebilecegi konusunda uyarilmalidir. Eklemli yiizeylerin asinmasina neden
olabilecek ¢imento, metal veya diger kalintilar nedeniyle daha ytksek aginma
oranlari baglatilabilir. Daha ylksek aginma oranlari, protezin kullanim 6mrint
kisaltabilir ve asinmis protez bilesenlerinin degistiriimesi igin erken revizyon
ameliyatina yol acabilir. implant bilesenlerinin gevsemesi, biikiilmesi, catlamasi
veya kirilmasi; Travma, yorucu aktivite sonucu implantin kirllmasi meydana
gelebilir.

Metal aginma kalintilarinin ve metal iyon Uretiminin uzun vadeli potansiyel
biyolojik etkileri bilinmemektedir. Literatirde kanserojenlige iliskin sorular
glindeme gelmistir; hicbir ¢calismada metal asinma kalintilarinin veya metal
iyonlarinin kanserojen olduguna dair kesin kanit yoktur. Ligament stabilitesi, diz
hareketi boyunca korunan izometriye dayanmaktadir. Hareket araligi boyunca
kolleteral stabiliteyi korumak igin tasarlanmistir. implant bilesenlerinin yanls
secilmesi, yerlestiriimesi, konumlandiriimasi, hizalanmasi ve sabitlenmesi,
protez bilesenlerin hizmet 6mriniin daha sonra azalmasina yol agabilecek
olagandisi stres kosullarina neden olabilir. Bilesenlerin yanlis hizalanmasi veya
hataliimplantasyon, asiri aginmaya ve/veya implantin veya prosediriin basarisiz
olmasina yol agabilir. Yetersiz 6n kapatma temizligi (cerrahi artiklarin
uzaklastirilmasi) asiri asinmaya neden olabilir.

implantlari tutarken temiz eldivenler kullanin. Laboratuvar testleri, viicut
sivilarina, cerrahi artiklara veya yag dokusuna maruz kalan implantlarin, temiz
eldivenlerle tutulan implantlara gére gimentoya yapisma mukavemetinin daha
diisiik oldugunu goéstermektedir. implantin ameliyat 6ncesi veya ameliyat
sirasinda yanls kullanilmasi veya hasar gérmesi (gizikler, gentikler, vb.), yarik
korozyonuna, aginmaya, yorulma kirilmasina ve/veya asiri asinmaya neden
olabilir. implantlari degistirmeyin. Cerrahin ameliyati gerceklestirmeden once
cerrahi teknik, implantlar ve aletler hakkinda iyice bilgi sahibi olmasi gerekir.
MR Bilgisi
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HIPKNEE Diz Protez Sistemi MR Kosulludur. MR incelemesi 6ncesinde hasta,
implanti hakkinda hekimi ve MR personelini bilgilendirmelidir. MR incelemesi,
yalnizca MR Kosullu implant igin gerekli kosullarin saglanmasi durumunda
gergeklestirilmelidir. implant, implant bélgesi cevresindeki MR goriintii
kalitesini etkileyebilir.

Ameliyat Oncesi:

1. Hasta segiminde, basarisizlik riskinin artmasina yol agabilecek ve islemin nihai
basarisi agisindan kritik olabilecek asagidaki faktorler dikkate alinmalidir:
hastanin kilosu, aktivite diizeyi, meslegi ve yasam tarzi.

2. Hasta cerrahi riskler konusunda uyarilmali ve olasi yan etkiler konusunda
bilgilendirilmelidir. Hasta, protezin normal saghkli kemigin yerini alamayacagi,
protezin belirli bir aktivite veya travma sonucu kirilabilecegi veya hasar
gorebilecegi, beklenen hizmet 6mriiniin sinirli oldugu ve herhangi bir zamanda
degistiriimesi gerekebilecegi konusunda uyariimalidir. gelecek. Hasta ayrica
cerrahin agiklanmasi  gerektigine inandigi diger riskler konusunda da
bilgilendirilmelidir. Hastaya, herhangi bir ses veya olagandisi duyumun,
implantin arizalandigini  gosterebilecegi igin cerraha bildirilmesi gerektigi
konusunda uyarilmalidir.

3. implant bilesenlerinin tasinmasi ve saklanmasi sirasinda dikkatli olun.
Bilesenlerin ylizeylerinin kesilmesi, biikiilmesi veya gizilmesi implant sisteminin
gliciind, yorulma direncini ve/veya aginma 6zelliklerini 6nemli 6lgtide azaltabilir.
Bunlar da gozle goriilmeyen ig gerilimlere neden olabilir ve bilesenin kirilmasina
yol agabilir.

4. Cerrahi bilgiler istek Gzerine mevcuttur. Cerrah teknige agina olmalidir.

5. Ameliyat sirasinda yeterli implant boyutlari envanteri mevcut olmalidir.

6. Ameliyat sirasinda kirlima veya aletlerin kiriimasi meydana gelebilir. Yogun
kullanima veya asiri giice maruz kalan aletler kirilmaya karsi hassastir. Aletler
ameliyattan 6nce asinma ve hasar agisindan incelenmelidir.

intraoperatif:

1. implantin dogru segimi son derece 6nemlidir. Hastanin yagi ve aktivite diizeyi,
kilosu, kemik ve kas durumu gibi anatomik ve biyomekanik faktorler dikkate
alinarak hastalar igin uygun tip ve boyut segilmelidir. Genellikle yeterli kemik
desteginin saglanmasina olanak saglayacak en buyuk kesit bileseni muhafaza
edilmesi tercih edilir. Optimum boyuttaki bilesenin kullanilmamasi, bilesenin
ve/veya kemigin gevsemesine, biikiilmesine, ¢atlamasina veya kirilmasina neden
olabilir.

2. Ayrilmayr 6nlemek igin moduler bilesenler glvenli bir sekilde monte
edilmelidir. Bilesenlerin kritik kilitleme hareketini tehlikeye atabilecek modiiler
bilesenlerin tekrar tekrar monte edilmesinden ve sokiilmesinden kaginin.
Montajdan 6nce bilesenlerdeki cerrahikalintilar temizlenmelidir. Enkaz, modiiler
bilesenlerin uygun sekilde takilmasini ve kilitlenmesini engelleyerek prosedurin
erken basarisizliga ugramasina neden olabilir.

3. Kapatmadan 6nce cerrahi bolge kemik kirintilarindan, yabanci gimentodan vb.
iyice temizlenmelidir; metal ve/veya plastik araytizdeki yabanci pargaciklar asiri
asinma ve/veya surtiinmeye neden olabilir.

4. implant asla tekrar kullanilmamalidir. Hasarsiz gibi gériinse de, implantin
servis Gmriini kisaltacak kusurlar mevcut olabilir.

Ekstramediiller Hizalama Yontemi:

Dénme hizalamasi, ayak bilegi kelepgesi baglanti milinin ikinci ayak parmagiyla
hizalanmasiyla saglanabilir. Rezeksiyon sirasinda 5 derece veya O derece arka
aclyl segebilirsiniz.

Ameliyat Sonrasi:

1. Hasta, rekonstriiksiyonun sinirlamalari ve vyeterli fiksasyon ve iyilegsme
saglanana kadar protezin tam yiik tasimadan korunmasi gerektigi konusunda
bilgilendirilmelidir. Eklem replasmanini etkileyen asiri aktivite ve travma, protez
bilesenlerinin gevsemesi, kirilmasi ve/veya asinmasi nedeniyle yeniden
yapilanmanin basarisiz olmasina yol agmaktadir. Bilegsenlerin gevsemesi, asinma
pargaciklarinin Giretiminin artmasina ve ayrica kemikte hasara yol agarak basarili
revizyon ameliyatini zorlastirabilir.

2. Protez bilegenlerinin konumu ve durumunun yani sira bitisik kemigin
durumunun izlenmesi igin periyodik, uzun sureli takip onerilir.

3. Bilesenlerin konumu, gevsemesi, biikiilmesi veya ¢atlamasi ile ilgili uzun vadeli
degisikliklere iliskin kanitlari tespit etmek amaciyla ameliyat sonrasi erken
kosullarla yakin karsilastirma yapmak amaciyla periyodik ameliyat sonrasi
rontgenler 6nerilir.

PAKETLEME VE ETIKETLEME:

Bilegenler yalnizca hastane veya cerrah tarafindan fabrika ambalaji ve etiketi
bozulmadan teslim alindiginda kabul edilmelidir. Uriinler etikette belirtildigi gibi
tekrar kullanilamaz.

STERILIZASYON / TEKRAR STERILIZASYON:

Tum implantlar steril olarak saglanir ve koruyucu tepsilerde paketlenir.
Sterilizasyon yontemi ambalaj etiketi Uzerinde belirtilmistir. Radyasyonla
sterilize edilen tiim bilesenler minimum 25 kiloGray gama radyasyonuna maruz
birakilmigtir. Ameliyattan 6nce paketleri delik veya baska hasar agisindan
inceleyin. Steril bariyer kirilmigsa bileseni HIPKNEE'ye iade edin. Metal trtinler
agildiktan sonra kullanim disi birakilirsa tekrar sterilize edilemez. HIPKNEE, viicut
dokulari veya sivilariyla temas ettikten sonra yeniden sterilize edilen implantlarin
kullanimina iliskin higbir sorumluluk kabul etmez. Polietilen Uriinler yeniden
sterilize edilemez.
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