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IMPORTANT NOTE:
The goals of HIPKNEE hip replacement system (Prohip —Orthohip) are to decrease
pain, increase function, and increase mobility.
DESCRIPTION OF THE SYSTEM:
The Hip System consists of Femoral components, Acetabular components, Fixation
screws, Femoral Heads. These components can be utilized in a variety of
configurations to assemble the final construct. All implantable products are sterile
and for single use only.
Femoral Components (Cemented&Uncemented):
Materials:Titanyum TiAIV6 —ISO 5832-3 and CoCrMo Alloy 1SO 5832-4 - ASTM F75
All Femoral stems have a 12 /14 Morse taper.
Femoral Heads & Bipolar Cups
Materials:CoCrMo Alloy ISO 5832-4 - ASTM F75 . Heads are highly polished for
reduced friction and hence reduced wear.
Acetabular Screws:
Materials:Titanyum TiAIV6 —ISO 5832-3
Acetabular Components:
Materials:Titanyum TiAIV6 —ISO 5832-3 and Polietilen :UHMW-PE ISO 5834-2 +Cross
Linked
Acetabular components can be one-piece all Polyethylene or two-piece components
consisting of metal Acetabular shell and a Polyethlene Liner. Femoral components
and femoral heads are designed for use with any HIPKNEE polyethylene acetabular
component or polyethylene-liners with metal backed acetabular component having
an appropriately sized inside diameter.
Acetabular screws are sterilized in the same box with Acetabular cups.
The Hydroxyapatite or Titanium Plasma / Porous coatings applied to implant surfaces
are intended for uncemented arthroplasty.
INDICATIONS:
Intended Use: HIPKNEE Hip arthroplasty is intended to provide increased patient
mobility and reduce pain by replacing the damaged hip joint articulating surface in
Adult patients where there is evidence of sufficient sound bone to seat and support
the components.
Indications for Use: HIPKNEE Hip arthroplasty may be used for the following
conditions, as appropriate:
1. Degenerative osteoarthritis of the hip.
2. Inflammatory arthritis of the hip.
3. Secondary arthritis of the hip, such as may follow trauma (e.g. fracture of the
femoral neck,or fracture and/or dislocation of the hip or acetabulum), or congenital
conditions (e.g.
developmental dysplasia of the hip).
4. Displaced intracapsular femoral neck fractures where there is a high risk of
nonlunion or
avascular necrosis and bone collapse.
5. Avascular Necrosis of the femoral head.
CONTRAINDICATIONS
1) Conditions that would eliminate or tend to eliminate adequate implant support or
prevent the use of an appropriately-sized implant eg:,
a) blood supply limitations;
b) insufficient quantity or quality of bone support, e.g., osteoporosis, or metabolic
disorders which may impair bone formation, and osteomalacia;
c-) infections or other conditions which lead to increased bone resorption.

2. Mental or neurological conditions which tend to impair the patient’s ability or
willingness to restrict activities.

3. Physical conditions or activities which tend to place extreme loads on implants,
e.g., muscle deficiencies, multiple joint disabilities, etc.

4. Skeletal immaturity.

5-The use is contraindicated in cases with active or recent joint sepsis, insufficient
bone stock, skeletal immaturity, Charcoat’s disease; Inflammatory Degenerative
Joint Disease, or where loss of musculature or neuromuscular disease would render
the procedure unjustifiable. The use is also contraindicated for pregnant because of
loss of adequate clinical research.

POSSIBLE ADVERSE EFECTS

The general principles of good patient selection and sound surgical judgment apply
to the total hip 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) Particulates leading to increased wear rates necessitating early revision.

3) Allergic reactions to materials; metal sensitivity; or reactions to wear debris that
may lead to histological reactions, pseudotumor and aseptic lymphocytic vasculitis-
associated lesions (ALVAL).

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) Fatigue fracture of the prosthetic component can occur as a result of trauma,
strenuous activity, improper alignment, incomplete implant seating, duration of
service, loss of fixation, non-union, or excessive weight;

10) Dislocation, migration and/or subluxation of prosthetic components from
improper positioning, trauma, loss of fixation and/or muscle and fibrous tissue laxity;
11) Periarticular calcification or ossification, with or without impediment to joint
mobility;

12) Trochanteric non-union due to inadequate reattachment and or early weight
bearing;

13) Trochanteric avulsion as a result of excess muscular tension, early weight
bearing, or inadvertent intraoperative weakening;

14) Traumatic arthrosis of the knee from intraoperative positioning of the extremity;
15) Inadequate range of motion due to improper selection or positioning of
components, by femoral impingement, and periarticular calcification;

16) Femoral or acetabular perforation or fracture; femoral fracture while seating the
device; femoral fracture by trauma or excessive loading, particularly in the presence
of poor bone stock;

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

19) Pain.

WARNINGS AND PRECAUTIONS

The patient should be warned of surgical risk, and made aware of possible adverse
effects. The patient should be warned that the device does not replace normal
healthy bone, that the implant can break or become damaged as a result of
strenuous activity or trauma, and

that it has a finite expected service life and may need to be replaced in the future.
Do not mix components from different manufacturers.

NEVER combine these metals in NON-ARTICULATING contact surfaces:

-Stainless Steel /Cobalt Chrome alloy.

- Stainless Steel / unalloyed Titanium (Pure Titanium).

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.

The MR compatibility of hip prostheses and revision hip prostheses is unknown.
The devices have not been evaluated for safety and compatibility in the MR
environment. The devices have not been tested for heating or migration in the MR
environment. The patient should also be informed that the implants may affect the
results of computed tomography and magnetic resonance imaging. HIPKNEE
MEDIKAL does not guarantee that the implants are compatible with MRI imaging
techniques. The treating physician must evaluate the risks and benefits and
determine whether other imaging techniques can provide the same data for
diagnostic purposes.

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, and occupation. Implant longevity and stability
may be affected by these variables. A heavy-weight patient can produce high loads
on the prosthesis, which can lead to failure of the prosthesis. The surgeon must
consider the ability and willingness of the patient to follow instructions and to
control their weight and activity level. Patients with high activity levels, poor bone
quality, or heavy weight may not be candidates for a narrow femoral implant. Any
joint replacement system, including the implant/bone interface, cannot be expected
to withstand activity levels and loads as would normal healthy bone and will not be
as strong, reliable, or durable as a natural human joint. The patient should not have
unrealistic functional expectations for occupations or activities that include
substantial walking, running, lifting, or muscle strain.

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 extreme care in handling and storage of implant components. Cutting,
bending or scratching the surface 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
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fracture of the component. Implants and instruments should be protected from
corrosive environments such as salt air during storage.

4. Do not allow the HA/Ti Plasma coated surfaces to come in contact with cloth or
other fiber-releasing materials.

5. Surgical technique information is available upon request. The surgeon should be
familiar with the technique. Refer to medical or manufacturer literature for specific
product information.

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 or damage prior to surgery.
Intraoperative

1.The general principles of patient selection and sound surgical judgment apply. 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, any prior surgery and anticipated future surgeries, etc. Generally,
the largest cross-section component which will allow adequate bone support to be
maintained is preferred.

2. Correct selection of the neck length and shell, and stem positioning, are important.
Muscle looseness and/or mal-positioning of components may result in loosening,
subluxation, dislocation, and/or fracture of components. Increased neck length and
varus positioning will increase stress which must be borne by the stem. The
component should be firmly seated with the component insertion instruments.
3.Care should be taken not to scratch, bend or cut implant components during
surgery for the reasons stated in Number three of the “Pre-Operative” section of
“Warnings and Precautions.”

4.Modular heads and femoral components should be from the same manufacturer
to prevent mismatch of tapers.

5.Clean and dry stem taper prior to impacting the femoral head or taper sleeve. The
modular femoral head component must be firmly seated on the femoral component
to prevent disassociation.

6.Take care, when positioning and drilling screw and peg holes, to avoid damage to
vital neurovascular structures.. Do not place a screw in the center hole of the
acetabular prosthesis. Bone screws must be completely seated in the holes of the
shell to allow proper locking for the acetabular liner.

7.Prior to seating modular components, surgical debris including tissue must be
cleaned from the surfaces. Debris, including bone cement, may inhibit the
component locking mechanism. During liner insertion, make sure soft tissue does
not interfere with the shell /liner interface. Modular components must be assembled
securely to prevent disassociation. Failure to properly seat the acetabular liner into
the shell can lead to disassociation of the liner from the shell.

8.Avoid repeated assembly and disassembly of the modular components which
could compromise the critical locking action of the locking mechanism.

9.Implants previously implanted should never be reused, since internal stresses
which are not visible may lead to early bending or fracture of these components.
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. The patient should be cautioned to limit activities and protect
the replaced joint from unreasonable stresses and possible loosening, fracture
and/or wear, and follow the instructions of the physician with respect to follow-up
care and treatment. 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.
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.

3.HIPKNEE Hip Systems have not been evaluated for safety and compatibility in the
Magnetic Resonance environment. The HIPKNEE Hip Systems have not been tested
for heating or migration in the MR and CT environment.

4.Postoperative warnings to patients by physicians, and patient care, are extremely
important.

5.Patients should be warned against unassisted activity, particularly use of toilet
facilities and other activities requiring excessive motion of the hip.

6.Use extreme care in patient handling. Support should be provided to the operative
leg when moving the patient. While placing the patient on bedpans, changing
dressings and clothing, and similar activities, precautions should be taken to avoid
placing excessive load on the operative part of the body.

7.Postoperative therapy should be structured to regain muscle strength around the
hip a gradual increase of activities.

8. When implant needs to be removed from patient, Revision surgery must be
performed by The surgeon should be familiar with the general revision surgery
technique. Removed implants must be treated as biological hazards and are required
to be treated or disposed of according to the country’s waste regulations where the
implant is removed

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

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.

, % Single sterile barrier system with protective packaging
'\ V3 outside
Lot numbers

Product code number (Catalog number)
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Manufacturer name and address

STERILE|

Sterilized by Gamma Irradiation

Use on time (Expiration date)

Not reusable

Production date

European union symbol of conformity

Medical device

Indicates a carrier that contains unique device identifier
information

Upper limit of temperature

Do not resterilize

Do not use if package is damaged and consult
instructions for use

Caution

2 B@®=~g)[F mEH™ !L

Humidity limitation

EAN

European Article Number

Codes in the UDI number on the label:

A4

Y V V

(01): GTIN (EAN) Code
(11): Production date
(17): Expiration date
(10): Lot number
(21): Serial number
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TR
ONEMLI NOT:
HIPKNEE kalga protezi sisteminin (Prohip—Ortohip) hedefleri agriyi azaltmak,
fonksiyonu arttirmak ve hareket kabiliyetini arttirmaktr.

SISTEMIN ACIKLAMASI:

Kalga Sistemi Femoral bilesenler, Asetabular bilesenler, Sabitleme vidalari, Femur
Bagliklarindan olusur. Bu bilesenler, nihai yapinin bir araya getirilmesi igin gesitli
konfigtirasyonlarda kullanilabilir. Tim implante edilebilir uriinler sterildir ve
yalnizca tek kullanimhktir.

Femoral Bilegenler (Cimentolu ve Cimentosuz):

Malzemeler: Titanyum TiAIV6 —ISO 5832-3 ve CoCrMo Alagimi ISO 5832-4 - ASTM
F75

Tim Femoral Stemler 12/14 konik 6lglstine sahiptir.

Femural Kureler ve Bipolar Cup;

Malzemeler: CoCrMo Alagimi ISO 5832-4 - ASTM F75

Anatomik ve kas uyumu saglamak igin degisik boyun ve uzunluklarinda Kobalt Krom,
kureler bulunmaktadir. Kiireler ve Bipolar Cuplar; siirtinme ve asinmayi azaltmak
icin gok iyi bir sekilde parlatiimaktadir.

Asetabular Vidalar:

Malzemeler: Titanyum TiAIV6 —ISO 5832-3

Asetabular Komponentler:

Malzemeler: Titanyum TiAIV6 —ISO 5832-3 ve Polietilen: UHMW-PE ISO 5834-2 +
Capraz Baglantih

Asetabular komponentler; tumu polietilen olarak tek bir parga veya metal kabul
(Shell) ve bir polietilen linerden olusan 2 pargali olabilir. Femoral komponentler ve
femoral kireler HIPKNEE'nin tiim polietilen asetabular komponentleri, polietilen
linerlari ve uygun i¢ yarigaga sahip metal destekli asetabular komponentlerle
kullanilabilmektedir. Asetabular vidalar kaplarla beraber ayni kutuda steril edilir.
Hidroksiapatit, titanyum plazma ve poroz kapli Urlinler g¢imentosuz kullaniimak
lizere tasarlanmigtir.

ENDiKASYONLAR:

Kullanim Amaci: HIPKNEE Kalga artroplastisi, bilesenleri oturtmak ve desteklemek
icin yeterli saglam kemik olduguna dair kanit bulunan Yetiskin hastalarda hasarli
kalga eklemi eklem yuzeyini degistirerek hasta hareketliligini arttirmayi ve agriyi
azaltmayi amaglamaktadir.

Kullanim Endikasyonlari: HIPKNEE Kalga artroplastisi, uygun oldugu sekilde
asagidaki kosullar igin kullanilabilir:

1. Kalganin dejeneratif osteoartriti.

2. Kalganin inflamatuar artriti.

3. Travmayi (6rnegin femur boynunun kirilmasi veya kalga veya asetabulumun
kiriimasi ve/veya gikigi) veya konjenital kosullari (6rnegin gelisimsel kalga displazisi)
takip edebilen kalganin sekonder artriti.

4. Kaynamama veya avaskdler nekroz ve kemik ¢okmesi riskinin yiiksek oldugu yer
degistirmis intrakapstler femur boynu kiriklari.

5. Femur basinin avaskiler nekrozu.

KONTRENDIKASYONLAR

1) Yeterli implant destegini ortadan kaldiracak veya ortadan kaldirma egiliminde
olacak veya uygun buylklikte bir implantin kullanimini engelleyecek kosullar,
ornegin:

a) kan temini sinirlamalari;

b) yetersiz miktarda veya kalitede kemik destegi, 6rnegin osteoporoz veya kemik
olusumunu bozabilecek metabolik bozukluklar ve osteomalazi;

c-) Kemik erimesinin artmasina neden olan enfeksiyonlar veya diger durumlar.

2. Hastanin aktiviteleri kisitlama yetenegini veya istegini olumsuz yonde etkileyen
zihinsel veya norolojik durumlar.

3. implantin Gizerine asiri yiikler getirebilecek fiziksel kosullar veya aktiviteler.

4. iskelet olgunlasmama.

5-Aktif veya vyeni gegirilmis eklem sepsisi, yetersiz kemik stoku, iskelet
olgunlasmamishgi, Charcoat hastaligi gibi durumlarda kullanimi kontrendikedir;
inflamatuar Dejeneratif Eklem Hastaligi veya kas sistemi veya néromiskiiler hastalik
kaybinin proseduri gegersiz kilacagi durumlarda. Yeterli klinik arastirma kaybi
nedeniyle hamileler igin de kullanimi kontrendikedir.

MUHTEMEL KOTU ETKILER

Kalga ameliyati proseduri igin bilinen cerrahi prensipler ve hasta segiminde genel
ilkeler uygulanir. En uygun sonucu elde etmek igin, ameliyat 6ncesi planlama ve titiz
bir cerrahi teknik gereklidir. Ameliyat sonrasi ortaya gikabilecek sorunlarin minimize
edilmesinde, anatomik yuklenme faktorleri, yumusak dokularin durumu,
komponentlerin yerlesimi kritiktir.

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

2) Erken revizyon gerektiren asinma oranlarinin artmasina neden olan pargaciklar.
3) Malzemelere karsi alerjik reaksiyonlar; metal hassasiyeti; veya histolojik
reaksiyonlara, psédotimére ve aseptik lenfositik vaskilit ile iligkili lezyonlara
(ALVAL) yol agabilecek asinma artiklarina karsi reaksiyonlar.

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

5) Kemik gimentosu kullanimina bagh olarak ameliyat sirasinda kan basincinda ani
bir dusus;

6) Kan damarlarinda veya hematomda hasar;

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

8) Vendz tromboz, pulmoner
kardiyovaskuler bozukluklar;

9) Protez bileseninin yorulma nedeniyle kirilmasi; travma, yorucu aktivite, hatah
hizalama, implantin eksik oturmasi, hizmet siiresi, fiksasyon kaybi, kaynamama veya
asiri kilo nedeniyle meydana gelebilir;

10) Protez bilegenlerinin yanlig konumlanma, travma, fiksasyon kaybi ve/veya kas ve
fibroz doku gevsekligi nedeniyle yerinden g¢ikmasi, yer degistirmesi ve/veya
subluksasyonu;

11) Eklem hareketliligine engel olsun veya olmasin periartikiler kalsifikasyon veya
kemiklesme;

12) Yetersiz yeniden baglanma ve/veya erken agirlik verme nedeniyle trokanterik
kaynamama;

13) Asiri kas gerginligi, erken agirlik verme veya kasitsiz intraoperatif zayiflamanin
bir sonucu olarak trokanterik avulsiyon;

14) Ekstremitenin intraoperatif pozisyonundan kaynaklanan dizin travmatik artrozu;

emboli veya miyokard enfarktist dahil

‘HIPKNEE MEDIKAL SAN. TiC. LTD.STi.- 10016 SOKAK NO:20 AOSB CIGLI iZMiR- TURKIYE

Tel: 02323252323 www.hipknee.com.tr

15) Femoral sikisma ve periartikiler kalsifikasyon nedeniyle bilesenlerin yanlis
segimi veya konumlandiriimasi nedeniyle yetersiz hareket araligi;

16) Femoral veya asetabular perforasyon veya kirik; cihazin yerlestirilmesi sirasinda
femur kirigi; ozellikle zayif kemik stokunun varliginda travma veya asiri yikleme
nedeniyle femur king;

17) Uzvun istenmeyen sekilde kisalmasi veya uzamasi;

18) Bacak uzunlugu farkhhg, asiri femoral medializasyon veya kas eksikligi nedeniyle
etkilenen ekstremite veya kontralateral ekstremitede agirlagan problemler;

19) Agri.

UYARILAR VE ONLEMLER

Hasta cerrahi risk konusunda uyariimali ve olasi yan etkiler konusunda
bilgilendirilmelidir. Hasta, cihazin normal saglkli kemigin yerini alamayacag,
implantin zorlu aktivite veya travma sonucu kirilabilecegi veya hasar gorebilecegi ve
beklenen hizmet 6mriiniin sinirl oldugu ve gelecekte degistirilmesi gerekebilecegi
konusunda uyarilmalidir. Farkli Greticilerin bilegenlerini karigtirmayin. Bu metalleri
ASLA mafsalsiz temas yuzeylerinde birlestirmeyin:

-Paslanmaz Gelik / Kobalt Krom alagimi.

-Paslanmaz Celik / alagimsiz Titanyum (Saf Titanyum).

Metal aginma kalintilarinin ve metal iyon tiretiminin uzun vadeli potansiyel biyolojik
etkileri bilinmemektedir. Literatiirde kanserojenlige iliskin sorular giindeme
gelmistir; metal aginma kalintilarinin veya metal iyonlarinin kanserojen olduguna
dair kesin kanita sahip higbir galisma yoktur.

Kalca protezleri ve revizyon kalca protezlerinin MR uyumlulugu bilinmemektedir.
Cihazlar MR ortaminda giivenlik ve uyumluluk icin degerlendirilmemistir. Cihazlar
MR ortaminda isinma veya yer degistirme icin test edilmemistir. implantlarin
bilgisayarh tomografi ve manyetik rezonans sonuglarini_etkileyebilecegi de
hastaya bildirilmelidir.

HIPKNEE MEDIKAL, implantlarin MRI gériintiileme teknikleriyle uyumlu oldugunu
garanti etmez. Tedaviyi uygulayan hekim, riskleri ve faydalan degerlendirmeli ve
teshis amaciyla diger goriintiileme tekniklerinin _ayni verileri _saglayip
saglayamayacagina karar vermelidir.

Ameliyat 6ncesi

1. Hasta segiminde, basarisizlik riskinin artmasina yol agabilecek ve islemin nihai
basarisi agisindan kritik olabilecek asagidaki faktorler dikkate alinmalidir: hastanin
kilosu, aktivite diizeyi ve meslegi. implant 6mrii ve stabilitesi bu degiskenlerden
etkilenebilir. Agir kilolu bir hasta, protezin tzerine ytiksek yukler bindirebilir ve bu
da protezin arizalanmasina neden olabilir. Cerrah, hastanin talimatlara uyma,
kilosunu ve aktivite duizeyini kontrol etme yetenegini ve istegini dikkate almalidir.
Yiksek aktivite diizeyine sahip, zayif kemik kalitesine sahip veya agir kilolu hastalar
dar femoral implant igin aday olmayabilir. implant/kemik arayiizii de dahil olmak
tzere herhangi bir eklem degistirme sisteminin normal saglikli kemik gibi aktivite
seviyelerine ve yiiklere dayanmasi beklenemez ve dogal insan eklemi kadar giigl,
gluvenilir veya dayanikli olmayacaktir. Hastanin 6nemli olgtide yirime, kosma,
agirlik kaldirma veya kas gerginligini iceren meslekler veya aktiviteler igin gergekgi
olmayan islevsel beklentileri olmamalidir.

2. Hasta cerrahi riskler konusunda uyarilmali ve olasi yan etkiler konusunda
bilgilendirilmelidir. Hasta, protezin normal saglkli kemigin yerini alamayacag,
protezin belirli bir aktivite veya travma sonucu kirilabilecegi veya hasar gorebilecegi,
beklenen hizmet omriniin sinirh oldugu ve gelecekte herhangi bir zamanda
degistirilmesi gerekebilecegi konusunda uyariimalidir. Hasta ayrica cerrahin
aciklanmasi gerektigine inandigi diger riskler konusunda da bilgilendirilmelidir.
Hastaya, herhangi bir girilti veya olagandigi bir hissin, implantin arizalandigini
gosterebilecegi igin cerraha bildirilmesi gerektigi konusunda uyariimalidir.
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3. implant bilesenlerinin taginmasi ve saklanmasi sirasinda son derece dikkatli olun.
Bilesenlerin yuzeyinin kesilmesi, bukilmesi veya gizilmesi implant sisteminin
glictint, yorulma direncini ve/veya aginma ozelliklerini 6nemli 6lgude azaltabilir.
Bunlar da gozle gorulmeyen i¢ gerilimlere neden olabilir ve bilesenin kiriimasina
neden olabilir. implantlar ve aletler saklama sirasinda tuzlu hava gibi korozif
ortamlardan korunmalidir.

4. HA ve Ti Plazma kapl yizeylerin kumas veya diger lifli malzemelerle temas
etmesine izin vermeyin.

5. istek olmasi durumunda ameliyat teknikeri konusunda bilgi verilmektedir. Cerrah
teknige asina olmalidir. Spesifik Griin bilgileri igin tibbi veya Uretici literatiiriine
bakin.

6. Ameliyat sirasinda el aletlerinde kirilma ve gatlamalar olabilir. Yogun kullanima
veya asirl kuvvete maruz kalan el aletleri kirilabilir. El aletleri ameliyattan 6nce
asinma veya hasar agisindan incelenmelidir.

Operasyon

1.Bilinen cerrahi prensipler ve hasta segiminde genel ilkeler uygulanir. Dogru
implantin segimi son derece 6nemlidir. Hastanin gegirdigi ameliyatlar; gelecekte
gecirebilecegi ameliyatlar, yasi, aktivite seviyesi, kilosu, kemik ve kas durumu gibi
anotomik ve biyomekanik faktorler géz 6ntinde bulundurularak hasta igin uygun tip
ve Olgu segilmelidir. Genellikle, yeteri kadar kemik destegi saglayacak en buyuk
kesitteki komponent tercih edilir.

2.Boyun uzunlugunun, shell ve stem pozisyonunun dogru segilmesi gok 6nemlidir.
Kas gevsekligi ve/veya komponentlerin yanlis yerlestirilmesi; implantlarin,
gevsemesine, kismen yerinden ¢ikmasina ve/veya kirilmasina neden olabilir. Uzun
boyun uzunlugu ve ige egik yerlestirme; stem tarafindan tasinmasi gereken gerilimi
artiracaktir. Komponentler, yerlestirme aletleri ile sikica yerine yerlestirilmelidir.
3.0perasyon Oncesi uyari ve onlemler boliminin 3. maddesinde belirtilen
nedenlerden  dolay;; ameliyat esnasinda implantlarin  kesilmemesine;
¢izilmemesine, bikilmemesine dikkat edilmelidir.

4.Moduler kureler ve komponentler; uyumsuzlugu ©nlemek amaciyla ayni
Ureticiden olmalidir.

5.Kureyi veya taper sleve’i gakmadan 6nce stem taper’i temizleyin ve kurulayiniz.
Cikma riskini 6nlemek i¢in modular femoral kire’yi femoral komponent tzerine
sikica yerlestirilmelidir.

6.Vida ve peg deliklerini delerken ve yerlestirirken pelvisin hayati sinirleri zarar
gormesini 6nlemek igin dikkatli olunuz. Asetabular protezin merkezine vida
yerlestirmeyiniz. Asetabular liner igin uygun kilitlemeyi saglamak igin shell
Uzerindeki deliklere kemik vidalarini tam olarak yerlestiriniz.

7.Modular komponentleri yerlestirmeden o©nce, dokulari igeren ameliyat
dokuntileri, yizeyden mutlaka temizlenmelidir. Kemik ¢imentosu dokintileri
komponentin kilitteme mekanizmasini engelledigi igin bu dokintiler mutlaka
temizlenmelidir. Liner'in yerlestiriimesi esnasinda yumusak dokularin shell veya
liner't engellemediginden emin olunuz. Modular komponenentler yerinden
¢ikmamasi igin siki bir bigimde montaj edilmelidir. Asetabular liner, shell igine dogru
bir sekilde yerlestirilmediginde liner shell’den gikabilir. Bipolar cuplarin segman
kilitlemesi dogru yapilmahdir.

8.Kilitleme mekanizmasinin bozabilecek tekrar montajlardan veya de montajlardan
sakininiz.

9.Daha 6nce implant edilen bir protezin i¢ gerilimi gozle gorilemediginden dolay:
erken bukdlebilir veya kirilabilir bu nedenle daha 6nce kullaniimis protezler
kesinlikle tekrar kullanilmamaldir.

Ameliyat sonrasi

1.Hastaya rekonstriiksiyonun sinirliliklari hakkinda ve yeterli fiksasyon ve iyilesme
saglanana kadar protezin tam agirligi tasimaktan korunmasi hakkinda bilgi

verilmelidir. Hasta, faaliyetlerini kisitlamasi ve degistirilen eklemi makul olmayan
baskilardan ve olasi gevsemeden, kiriktan ve/veya aginmadan korumasi ve doktorun
bakim ve tedavi ile ilgili talimatlarina uymasi konusunda uyarilmalidir. Bilesenlerin
gevsemesi asinma pargalarinin daha fazla Uretilmesine ve kemigin hasar gérmesine
yol agabilir ve boylece basarili revizyon cerrahisini zorlastirabilir.

2.Prostetik bilesenlerin konumu ve durumu ile bitigik kemigin durumunu izlemek
Uzere periyodik, uzun vadeli izleme tavsiye edilir. Bilesenlerin yer degistirmesi,
gevsemesi, egilmesi veya catlamasiyla ilgili uzun vadeli degisikliklere iliskin kanitlar
bulmak Uzere erken ameliyat sonrasi kosullarla yakin karsilastrma amaciyla
ameliyat sonrasi periyodik rontgenler tavsiye edilir.

3.HIPKNEE Kalga Sistemleri MR ve CT ortaminda glivenlik ve uyumluluk agisindan
degerlendirilmemistir. HIPKNEE Kalga Sistemleri MR ve CT ortaminda isinma veya
gogme igin test edilmemistir.

4.Ameliyat sonrasi doktorlar tarafindan hastalara verilen uyarilar son derece
onemlidir.

5.Hastalar Ozellikle tuvalet ihtiyaglarini gidermede ve kalganin asiri hareketini
gerektiren aktiviteleri yardimsiz yapmamalarina karsi uyariimalidir.

6.Hastanin taginmasinda ¢ok dikkatli olunmalidir. Hasta hareket ettirilirken
operasyon geciren bacaga destek saglanmalidir. Hasta yataga yerlestirilirken,
elbiseleri ve pansumani degistirilirken ve benzer aktivitelerde bulunulurken,
operasyon gegirilen bolge Uzerine asiri yik uygulanmamasi igin 6nlem alinmalidir.
7.0perasyon sonrasi tedavi; kalga bolgesindeki kas kuvvetini yavas yavas geri
kazandiracak sekilde diizenlenmelidir,

8. implantin hastadan cikartilmasi gerektiginde, revizyon ameliyati, teknigi bilen
cerrah tarafindan yapilmalidir. Gikarilan implantlar biyolojik tehlike olarak gorulmeli
ve implantin gikarildigi tlkenin atik kanunlarina gére imha edilmelidir.

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 STERILIiZASYON:

Tam implantlar steril olarak saglanir ve koruyucu tepsilerde paketlenir. Sterilizasyon
yontemi ambalaj etiketi Uzerinde belirtilmistir. Radyasyonla sterilize edilen tim
bilesenler minimum 25 kGy gama radyasyonuna maruz birakilmistir. Ameliyattan
once paketleri delik veya baska hasar agisindan inceleyin. Steril bariyer kirilmigsa
bileseni HIPKNEE'ye iade edin. Metal Grlinler agildiktan sonra kullanim digi birakilirsa
tekrar sterilize edilemez. HIPKNEE, viicut dokulari veya swvilariyla temas ettikten
sonra yeniden sterilize edilen implantlarin kullanimina iliskin higbir sorumluluk
kabul etmez. Polietilen Urlinler yeniden sterilize edilemez.

SEMBOLLERIN ANLAMI:

Kullanim kilavuzuna bakin

Disinda koruyucu ambalaj bulunan tek steril bariyer sistemi

Lot numaralari

Uriin kod numarasi (Katalog numarasi)
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Ureticinin adi ve adresi

Gama Isinlamasi ile Sterilize Edilmistir

Son kullanma tarihi

Tekrar kullanilamaz

Uretim tarihi

Avrupa Birligi uygunluk semboli

Tibbi Cihaz

Benzersiz cihaz tanimlayici bilgileri igeren bir tasiyici belirtir

Sicakhigin Gst sinirt

Tekrar sterilize etmeyin

Paket hasarliysa kullanmayin

Dikkat

Nem sinirlamasi

Avrupa Uriin Numarasi

Etiket lizerindeki UDI numarasinda yer alan kodlar:
(01): GTIN (EAN) Kodu

(11): Uretim tarihi

(17): Son kullanma tarihi

(10): Lot numarasi

(21): Seri numarasi
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