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O RTHOPAETDICS

IMPORTANT MEDICAL INFORMATION ORTOPRO-HIP SYSTEM

IMPORTANT NOTE:
The goals of total hip replacement are to decrease pain, increase function, and increase mobility.
DILQCRIPI ION OF THE SYSTEM:
The Hip System consists of Femoral comp . Acetabula p Fixation screws, Femoral Heads. These components can be utilized in a variety of configurations to assemble the final construct. All implantable devices are designed for Single-Use only.
Femoral Componen
All Femoral stems have a 12 /14 Morse taper.
Femoral Heads
Cobalt chromium, Ceramic heads are available in multiple neck lengths for proper anatomic and musculature fit. Heads are highly polished for reduced friction and hence reduced wear.
Acetabular Components

tabula can be one-piece all Polyethylene or two-piece components consisting of metal Acetabular shell and a Polyethlene liner or Ceramic Liner. Femoral components and femoral heads are designed for use with any ORTOPRO polyethylene
acetabular componem or polyethylene-liners with metal backed acetabular component having an appropriately sized inside diameter.
The Hydroxyapatite or Titanium Plasma / Porous coatings applied to implant surfaces are intended for uncemented arthroplasty.
INDICATIONS:
Intended Use: ORTOPRO 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: ORTOPRO Hip arthroplasty may be used for the following conditions, as appropriate:
1. Degenerative osteoarthritis of the hip.
2. Inﬂammalnry 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.

PARAGON Femoral hip stem is intended for cementless fixation and single use implantation.

CONTRAINDICATIONS

1) Condi that would elimi; or tend to

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 Tempomry or permanent nerve damage, peripheral neuropathies and subclinical nerve damage as p
8)C N

adequate implant support or prevent the use of an appropriately-sized implant eg:,

ible result of surgical trauma resulting in pain or numbness of the affected limb;
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9) Fatigue fmclure of the prosthetic component can occur as a result of trauma, strenuous acuvlly 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 ion due to 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 posmnnmg of the extremity;

15) Inadequate range of motion due to improper selection or p of by femoral impi and perlamcu]dr 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;

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 p from different manufacturer:

NEVER combine these metals in NON-ARTICULATING contact surfaces:

inless 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.
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 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 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 ion of ical and bi ical factors such
as patient age and activity levels weight, bone and muscle conditions , any pnnr surgery and anticipated future survenes etc. Genemlly, 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 and/or mal of p may result in 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 p to prevent

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. Fallure to properly seat the acetabular liner into the shell can lead to disassociation of the liner from the shell.

8.Avoid repeated assembly and of the modular p which could p 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 edrly bending or fracture of these components.
Postoperative

1.The patient must be adwsed of the limitations of the reconstrucunn and lhe need for prmecuon of the pmuhem fmm full welghl bearing until adequdle ﬂx.umn and hed]mw have occurred. The pdllenl should be caulmned to limit acuvlues .md pm\ecl |he repldced
joint from unreas: S
to the bone, making succe:
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 p ive x-rays are for close comparison with early post-op conditions to detect
long term evidence of changes in position, loosening, bending, or cracking of components.

3.0Ortopro Hip Systems have not been evaluated for safety and compatibility in the Magnetic Resonance environment. The Ortopro Hip Systems have not been tested for heating or migration in the MR 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 LABELIN

Compone! ould only be accepted if received by the hospital or surgeon with the factory packaging and labeling intact.

t 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 Ortopro.

SYMBOLS

Batch code Use by Sterilized using ethylene oxide
Catalog number Keep dry Sterilized using radiation
Do not re-use Keep away from sunlight contents packed without sterilization
[I::i] Consult Instruction For Use Date of manufacture Manufacturer
Al
INFORMATION

Should any incident occur with implantable device, call the phone number given below. For further information, please contact Customer Service
Tel: +90 232 252 29 19 Fax: +90 232 252 29 24

ORTOPRO TIBBI ALETLER SANAYI VE TICARET A.S
Nilufer Sk.No 23 Ege Serbest Bolgesi Gaziemir 35410 — Izmir / TURKEY
Phone: +90 232 252 29 19
Fax :+90 2322522924

ORT-IFU-010 / 05.12.2016 REV:12

2195



&

O RTHOPAETDICS
KULLANIM KILAVUZU- ORTOPRO-KALCA SISTEMi

ONEMLI NOT
1

amac; aciy1 azaltmak, fonksiy igi artirmak, hareket kabiliyetini artirmaktir.

NIMLANMASI

Total Kalga Sistemi; Femoral Stem’lerden, asetabular komponentler’den, fiksasyon vidalarindan, femoral kiirelerden, olusmaktadir. Bu bilesenler son aksami olusturmak iizere esitli konfigiirasyonlarda kullanilabilir. Tiim implant edilebilir iiriinler sadece tek
kullanimliknr.

Femoral Komponentler:

Tiim Femoral Stemler 12/14 konik 6l¢iisiine sahiptir,

Femoral Kiireler;
Anatomik ve kas uyumunu
Aselahnldr Komponentle

glamak igin degisik boyun uzunluklarinda Kobalt Krom, Seramik kiireler bulunmaktadir. Kiireler; siirtinme ve agmmayi azaltmak igin gok iyi bir sekilde parlatilmaktadir.

ler; tii 1 olarak tek bir parga veya, mela] shell ve bir polietilen liner veya Ceramic’dan olusan 2 pargali olabilir. Femoral komponentler ve femoral kiireler ORTOPRO’nun tiim polietilen asetabular komponentleri, polietilen liner’lar,
Ve uygun i¢ yari ahip meml destekli tedir. it , titanyum plazma ve poroz Kapli iiriinler ¢imentosuz kullanilmak iizere tasarlanmugtir.
ENDIKASYONLAR
Kullanmim Amaci: Ortopro Kalga artoprolastisi, yetiskin hastada pentleri yerl il ve destekl i kadar kemik bul durumlarda, deforme olmus kalca eklemini degistirmek suretiyle hastanin acisini azaltmak, hareket kabiliyetini artirtma
amaghdir.

Kullanim Endikasyonlar: ORTOPRO Kalga sistemi protezleri, uygun durumlarda agagidaki durumlar igin kullanilabilir:

1. Kalganin dejeneratif osteoartriti.

2. Kalganin Inflamatuvar artrit

3. Travma (6rnegin femur boynu kirigi veya kalga veya asetabulum kirilmasi ve/veya gikigi) veya konjenital kosullari (6r. Gel 1 Kalga displazisi) takip i ikinci kalga Artirit.

4. Displaced intracapsular femoral neck fractures where there is a high risk of nonlunion or avascular necrosis and bone collapse. kaynamama veya avaskiiler nekroz ve kemik ¢okmesi riski yiiksek olan yerdegistirmis intrakapsiiler femur boynu kiriklari.
5. Femur Bagi avaskiiler nekrozu.

PARAGON Femoral kalga Stem’i gimentosuz fiksasyon ve tek kullanimlik implantasyon igin tasarlanmustir.

KONTRAENDIKASYONLOAR:

1-) uygun size implantin kullamlmasini énleyecek veya yeterli implant destegini elimine edecek veya elimine etmeye egilimli sartlar:

a-) kan vermedeki sinirlamalar ;

b-). Osteoporis, metobolik diizensizlikler, yetersiz kemik destek kalitesi veya say1s1

c-) enfeksiyon veya kemik resorpiton artirabilecek sartlar.

2. yasakh aktiviteleri uygulamadaki isteki ve kabiliyeti zayiflatici zihinsel ve sinirsel sartlar

3. implantin iizerine agir1 yiikler getirebilecek aktivitiler ve fiziksel sartlar.

4.Iskeletsel olgunlasmarna.

5- Aktif veya yenin eklem sepsis olgularinda,yetersiz kemik stogunda, gelismemis iskeletlerde, Charcoat hastaliginda, iltihapl dejeneratif eklem hastaliklarinda, kas zayiflamasinin veya sinir ve kaslara ait hastaliklarm uygulanacak isleme yersiz kilmast durumlarinda
kullanimi kontreindikedir . The use is. Ayrica yeterli klinik aragtirma eksikliginden dolay: hamilelik’d kullanimi kontreindikedir . .

MUHTEMELE KOTU ETKILER

Toplam kalga ameliyati prosediirii igin bilinen cerrahi prensipler ve hasta segiminde genel ilkeler uygulamir. En uygun sonucu elde etmek igin, ameliyat dncesi planlama ve titiz bir cerrahi teknik gereklidir.

Ameliyat sonrasi ortaya ¢ikabilecek sorumlari mini anatomik yiiklenme faktorleri, yamusak dokularin durumu, komponentlerin yerlesimi kritiktir.

1) Osteoliz (progresif kemik rezorpsiyonu). Osteoliz asemptomatik olabilir ve bu nedenle ileride ortaya ¢ikabilecek ciddi bir komplikasyonu dnlemek igin rutin periyodik radyografik inceleme hayati Snem tagimaktadir.
2) Erken revizyon gerektiren artmig asmnma hizlarina yol agan parcalar.

3) Materyallere alerjik reaksiyonlar, histolojik reaksiyonlara sebep olabilen aginma kalintisi reaksiyonlari, psddotiimor ve aseptik lenfositik vaskilit ile iligkili lezyonlara (ALVAL) neden olabilen metal hassasiyeti.
4) Gecikmis yara iyilesmesi; Protezin ¢ikariimasm gerektirebilecek derin yara enfeksiyonu (erken veya geg). Nadir durumlarda, ilgili eklemin artrodezi veya uzvun ampiitasyonu gerekli olabilir.

5) Kemik gimentosu kullanimi nedeniyle ameliyat sirasinda kan basincinda ani diisme;

6) Kan damarlarinin zarar gérmesi veya hematom;

7) Cerrahi travmanin olast sonucu olarak gegici veya kalici sinir hasari, periferal noropatiler ve subklinik sinir hasari ve sonugta etkilenen uzuvda agri ve uyusukluk;

8) Vendz tromboz, pulmoner emboli veya miyokard enfarktiisii dahil kardiyovaskiiler bozukluklar;

9) Travma, yorucu faaliyet, hatali hizalama, implantin tam oturmamast, kullanim siiresi, fiksasyon kaybi, kay veya agiri kilo protez bilegeninde yorgunluk kirigi meydana gelebilir;

10) Uygun olmayan konumlandirma, travma, fiksasyon kaybi ve/veya kas ve fibréz doku gevsekligi nedeniyle protez bilegenlerinin yer degistirmesi, gogmesi ve/veya subliksasyonu;

11) Eklem hareketliligine engel olan veya olmayan periartikiiler kalsifikasyon veya ossifikasyon;

12) Yetersiz tekrar birlestirme ve/veya erken agirlik tasima nedeniyle trokanterde birlesmeme;

13) Fazla kas gerl imi, erken agirlik tagima ve temeden intraoperatif zayiflatma nedeniyle trokanterik aviilsiyon;

14) E! 1 nedeniyle dizde travmatik artroz;

15) Bilesenlerin yanl: Qllmesl veya konumlandirilmast, femoral garpma yoluyla ve periartikiiler kalsifikasyon nedeniyle yetersiz hareket aralig;

16) Femoral veya asetabiiler perforasyon veya kirik; cihaz oturtulurken femur king1; travma veya asiri yiik binmesine bagli ve 6zellikle yetersiz kemik stoku varliginda olugan femur kirig;

17) Uzuvda istenmeyen kisalma veya uzama;

18) Bacak uzunlugu uyi 8u, agiri femoral mediali veya kas izligi nedeniyle etkilenen uzuv veya al ek itede p in artmast;

19) Agri.

UYARILAR VE ONLEMLER

Hasta ameliyatin riskleri konusunda ve olumsuz etkileri konusunda uyarilmalidir. Hastaya, implantin normal saglikli bir kemigin yerini almayacagi ve implantin yorucu aktivitelerin veya n kinlabilecegi veya hasara ugrayabilecegi; kullanilan

implant’in bir kullanim émriintin oldugu. ve ileride implant’in deistirilmesi gerektigi konusunda uyanilar yapilmalidir. Farklt iireticilerin iiriinlerini ORTOPRO"nun iriinleri ile kullanilmasi uygun degildir.
ASLA bu metalleri ARTIKULASYON YAPMAY AN temas yiizeylerinde kombine etmeyin:
aslanmaz gelik / kobalt krom alagimi.
anmaz celik /Alagimsiz saf titanyum.
Metal aginma kalintist ve metal iyon iiretiminin potansiyel uzun vadeli biyolojik etkileri bil tedir. Literatii inojenisite ile ilg
caligma yoktur.

tipheler vardir; metal asinma kalintist veya metal iyonlarmin Karsinojenik oldugu konusunda kesin bir delili olan

ini arttirabilecek ve pmsedﬁrﬁn nihai basarist icin kritik 6neme sahip olabilecek su faktorleri dikkate almalidir: hastanin agirhgi, aktivite diizeyi ve meslegi. implant dmrii ve dayanikliligi bu degiskenler tarafindan etkilenebilir. Kilolu bir

hasta protez lizerinde asiri yikler olusturarak protezin basarisiz olmasina yol agabilir. Cerrah hastanin talimatlari takip etme ve kilosunu ve faaliyet dizeyini kontrol etme konusundaki beceri ve istegini goz oniinde bulundurmalidir. Yitksek faaliyet diizeyine sahip
hastalar, kemik kalitesi zayif olanlar veya kilolu hastalar daha dar bir femoral implant igin uygun birer aday olmayabilirler. Implant/kemik arayiizii dahil herhangi bir eklem replasman sisteminin normal saglikli kemik kadar aktivite diizeyleri ve yiiklere dayanmast

beklenmez ve dogal insan eklemi kadar giiclii, giivenilir veya dayanikli olmayacaktir.

2 Hastaya cerrahi riskler hakkinda uyan yapimali ve olasi olumsuz etkiler hakkinda bilgi verilmelidir. Hastaya, protezin normal saglikli kemigin yerine gecemeyecegi, protezin bazi hareketler veya travma Kinlabilecegi veya zarar go &i, beklenen

Kullanim siiresinin sinirli oldugu ve gelecekte degigtirilmesine ihtiyag olabilecegi konularinda uyari yaplmalidir. Hastaya ayni zamanda cerrahin beyan edilmesi gerektigini diisiindiigii bagka riskler hakkinda bilgi verilmelidir. Hastaya implantin hatali calismasina isaret

edebilecek herhangi bir ses veya olagandist bir duyumun cerraha iletilmesi gerektigi hakkinda bilgi verilmelidir.

3 n son derece 6zen gdsteriniz. Implantin yiizeyinin biikiilmesi, kesilmesi veya cizilmesi durumunda implant yorulma direncini, dayanim direncini, ve/veya aginma karakteristiklerini 6nemli derecede diigiirebilmektedir.

Bunlar gozle goriilemeyen .c genlmeye désniisebilir ve bu da implantm_ kirimasma neden olabilir.

4HA ve Ti Plazma kapl: yiizeylerin kumaglarla veya diger lifli malzemelerle temas etmesine izin vermeyiniz.

5.Istek olmasi durumunda ameliyat teknikleri konusunda bilgi verilmektedir. Cerrah ameliyat teknigine asina olmalidir. Spesifik iiriin bilgisi i¢in tibbi literatiire veya iiretici literatiiriine bagvurunuz.

6. Cerrahi girigim sirasinda, el aletlerinde kirilma ve gatlamalar olabilir. Cok kullanilan veya asiri kuvvet uygulanan el aletleri kirilabilir. Ameliyat dncesi el aletleri aginma, kirik olup olmadigi kontrol edilmelidir.

Operasyon

I Bilinen cerrahi prensipler ve hasta segiminde genel ilkeler uygulanir. Dogru implantin segimi son derece Snemlidir. Hastanin gegirdigi ameliyatlar; gel i i iyatlar, yagi, aktivite seviyesi, kilosu, kemik ve kas durumu  gibi anotomik ve
biyomekanik fakorler goz éniinde bulundurularak hasta icin uygun tip ve & i segilmelidir. Genellikle, yeteri kadar kemik destegi saglayacak en biiyiik kesitteki komponent tercih edilir .

2 Boyun 3 shell ve stem pozis dogru secilmesi cok Snemlidir. Kas gevsekligi ve/veya komponentlerin yanlis yerlestirilmesi; implantlarin, gevsemesine, kismen yerinden ¢ikmasina, ve/veya kirilmasina neden olabilir. Uzun boyun uzunlugu ve
ice egik yerlemrme stem tarafindan taginma gereken ger |]|m| artiracaktir. Komponentler, yerlestirme aletleri ile sikica yerine yerle§l|r|]me]|d|r

3.Operasyon oncesi uyari ve 6nlemler 3. belirtilen dolayr; ameliyat implantlarm 1 i iikil dikkat

4Modiler kilreler ve komponentler; uyumsuzlugu énlemek amaciyla ayni iireticiden olm.xlldlr

5 Kiireyi veya taper sleve'i gakmadan dnce stem taper’ temizleyin ve kurulayiniz. Cik kini 6nlemek icin modular femoral kiire’yi femoral komponent iizerine sikica yerlestirilmelidir.

6.Vida ve peg deliklerini delerken ve yerlestirirken pelvisin hayati sinirleri zarar gérmesini nlemek igin dikkatli olunuz. Asetabular protezin merkezine vida yerlegtirmeyiniz. Asetabular liner igin uygun Kilitlemeyi saglamak icin shell iizerindeki deliklere kemik
vidalarini tam olarak yerlestiriniz.

7.Modular komponentleri yerlestirmeden énce, dokulart igeren ameliyat dokiintiileri, yiizeyden mutlaka temizlenmelidir. Kemik i dokiintiileri p kilitleme mek lledigi icin bu dokiintiiler mutlaka temizlenmelidir. Liner'in
yerlestirilmesi esnasinda yumusak dokularin shell veya liner't engellemediginden emin ofunuz. Modular ler yerinden gikmamast iin siki bir bicimde montaj edilmelidir. Asetabular liner, shell icine dogru bir sekilde yerlestirilmediginde liner shell’den
Gikabilir.

8 Kilitleme mekani i tekrar j veya de il sakininiz.

9.Daha énce implant edilen bir protezin i¢ gerilimi gozle goriilemediginden dolayi erken biikiilebilir veya kirilabilir bu nedenle daha 6nce kullanilmis protezler kesinlikle tekrar kullanilmamalidir.

Operasyon Sonras

1 Hastaya rekonstriiksiyonun smirliliklari 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. Bilegenlerin gevsemesi aginma pargalarinin daha fazla iiretilmesine ve kemigin hasar gormesine yol agabilir ve béylece basarili
revizyon cerrahisini zorlastirabilir.

2 Prostetik bilegenlerin konumu ve durumu ile bitisik kemigin durumunu izlemek iizere periyodik, uzun vadeli izleme tavsiye edilir. Bilegenlerin yer degistirmesi, gevsemesi, egilmesi veya ¢atlamastyla ilgili uzun vadeli degisikliklere iliskin kanitlar bulmak iizere erken
ameliyat sonrasi kosullarla yakin karsilastirma a mdcly]d Ame]lydl sonrast perlyndlk rontgenler tavsiye edilir.

3.0RTOPRO Kalga Sistemieri MR ortaminda gilveniik ve uy degerlendiril . ORTOPRO Kalga Sistemleri MR ortaminda 1sinma veya gogme igin test edilmemistir.

4.Ameliyat sonrasi doktorlar tarafindan hastalara verilen uyarilar son derece ('inem]idir.

5 Hastalar 6zellikle tuvalet ihtiyaglarini gidermede ve kalcanin agirt hareketini gerektiren aktiviteleri yardimsiz yapmamalarina karsi uyariimalidir.

6.Hastanin cok dikkatli olunmalidir. Hasta hareket ettirilirken operasyon gegiren bacaga destek saglanmalidir. Hasta yataga yerlestirilirken, elbiseleri ve pansuman: degistirilirken ve benzer aktivitelerde bulunulurken, operasyon gegirilen bolge iizerine
agin yiik igin onlem 1
7 Operasyon sonrast tedavi; kalga bolgesindeki kas kuvvetini yavas yavas geri k sekilde

8. Implantin hastadan cikarulmasi gerektiginde, revizyon ameliyatl, tekknigi bilen cerrah tarafindan yapiimahdir. Cikanilan implantlar biolojik tehlike olarak goriilmeli ve implantin gikanildig iilkenin atik kanunlarna gore imha edilmelidir.
PAKETLEME VE ETIKETLEME:

Komponenentler sadece hastane veya cerrah tarafindan bozulmamus orijinal paketlerinde teslim alinmigsa kabul edilmelidir.

STERILIZASYON / TEKRAR STERILIZASYO!
implantlar; koruyucu kutu i¢ine paketlenmis ve steril olarak sunulmaktadir. Sterilizasyon metodu paket iizerindeki etiket iizerinde belirtilmistir. Gamma 1gmiyla steril edilen tiim iiriinlere minimum 25 kGy ‘lik bir gamma 151 uygulanmaktadir. Ameliyattan 6nce

paketlerde yirtik veya bagka hasar olup olmadigi kontrol edilmelidir., steril bariyer iiriinii Ortopro "ya geri gonderiniz..
SEMBOLLER
Lot Numarasi Son Kullanim Tarihi Etilen Oksit Kullanarak Steril
edilmistir.
Katalog Numarasi Kuru Muhafaza edin Radyasyon Kullanarak Steril
edilmistir.
Tekrar Kullanmayin >‘5’< Gines Isiginda Birakmayin Steril Edilmemis.
N
u
Kulanim Talimatini Uretim Tarihi Uretici
Okuyunuz.
DANISMA:
Implant edilen cihazlarla ilgili bir olay meydana geldiginde agagida verilen numaray: araymiz. Detayh bilgi icin liitfen miigteri hizmetleri ile irtibata geciniz.
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