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KALGA PROTEZI KULLANIM KILAVUZU

Kullanima iligkin Talimatlar

Otimed Implant tarafindan piyasaya siiriilen Otimed marka Kalga Protezi kullanilmadan énce asagida

bahsedilen 6neri ve talimatlarla birlikte trline ait belirli bilgiler (Grtinle ilgili teknik agiklamalar, cerrahi teknige

iliskin bilgiler) Grtinti kullanacak hekim tarafindan dikkatlice incelenmelidir.

1) Giivenlik Talimatlan

11 Genel Talimatlar

Otimed Urinleri yalnizca ekleme aygitinin replasmanina ait olasi sorunlari bilen ve irline 6zgii operasyon

tekniklerine hakim bir hekim tarafindan implante edilmelidir.

Implantlar orjinal paket igerisinde muhafaza edilmeli, agilmamali ve hasar gérmemelidir. Implantasyondan

once Urlinlerin herhangi bir hasar gortip gérmedigi kontrol edilmelidir.

Steril implantlar paketinden ¢ikariimadan 6nce Urlinlin steril 6zelligini bozabilecek herhangi bir hasar goriip

gérmedigini kontrol etmek igin koruyucu ambalajin dikkatlice incelenmesi gerekmektedir.

Uriiniin steril 6zelligini koruyabilmesi igin son kullanma tarihine dikkat edilmelidir. Son kullanma tarihi

gecmis implantlar Ureticiye iade edilmelidir.

Implant, paketinden gikarilirken asepsi kurallarina uyulmalidir.

Endikasyon talimatlarina uygun olmayan kullanim, hatali bir operasyon teknigi, uygun olmayan malzeme

veya tedavi yontemi segimi, yanlis cerrahi malzeme kullanimi ve asepsi hatasi gibi durumlardan

kaynaklanan komplikasyon ve yan etkilerden hekim sorumludur, Uretici asla sorumlu tutulamaz.

Kullanima iligkin talimatlara uyulmamasi durumunda retici higbir sorumluluk kabul etmez.

Onemli Talimatlar

«Sisteme ait komponentler protez ve protez pargalaridir. Bunlar yalnizca ayni sisteme ait orijinal pargalarla
kombine edilebilir ve yalnizca ayni sisteme ait orijinal cerrahi malzemelerle implante edilebilir.

«Otimed markasina ait Kalga protezi ve protez pargalari farkli tretici firmalara ait pargalarla higbir sekilde
kombine edilmemeli ve farkii iretici firmalara ait cerrahi malzemelerle kullanilmamaldir. Ugiincii
sahislar tarafindan satin alinan veya kullanilan cerrahi malzemeler igin highir sorumluluk kabul
edilmez.

eKalga protezi kullanim ve cerrahi ydntemlerinde 6zel olarak belirtiimedidi takdirde protezler higbir sekilde
degistiriimemelidir. Tereddut edilirse Ureticiden yazili olarak bilgi alinmalidir.

*Genel endoprostetik riskler; kullanilan implant malzemelerine karsi alerji, malzemenin aginmasi,
gevsemesi, yanlis konumlandiriimasi, yerinden g¢ikmasi, yipranmasi, bozulmasi, implant veya
implant pargasinin kirllmasidir.

eimplantlarin farkl bir amag icin kullaniimas yasaktir.

eHer tiirlii ek talimat (paket lizerindeki talimat etiketleri gibi) takip edilmelidir.

Kalga Pr inin Kemik Cimentosu ile Kullanimi

URUN ADI KULLANIMI

GIMENTOLU VEYA GIMENTOSUZ
(Yiizey isleme metoduna gore degisiklik gdsterir.)

Femoral Stem

Femoral Head

CIMENTOSUZ
Bipolar Cup CIMENTOSUZ
Acetabular Cup CIMENTOSUZ
Acetabular Liner CIMENTOSUZ
Acetabular Screw CIMENTOSUZ
Modiiler Body CIMENTOSUZ
Kilitleme Vidasi CIMENTOSUZ

CIMENTOLU VEYA GIMENTOSUZ
(Yiizey isleme metoduna gore degisiklik gdsterir.)

Modiiler Stem

CIMENTOLU VEYA GIMENTOSUZ
(Yiizey isleme metoduna gore degisiklik gdsterir.)

Monoblock Stem

Proksimal Body CIMENTOSUZ

Proksimal Sleeve CIMENTOSUZ

CIMENTOLU VEYA CIMENTOSUZ

T Moddler Body (Yiizey isleme metoduna gére degisiklik gosterir.)

T Connector CIMENTOSUZ

Acetabular Ring CIMENTOSUZ

Kalga Protezi Bilegenlerinin Uyumu

URUN ADI KULLANIMI

Femoral Stem Hastanin kemik yapisina uygun herhangi bir size ve ¢ap segilir.

Hastanin kemik yapisina uygun herhangi bir size ve gap segilir.
Acetabular liner ile uyumlu olmasi igin segcilen cap degerleri ayni
olmak zorundadir.

Femoral Head

Bipolar Cup Hastanin kemik yapisina uygun herhangi bir size olmalidir.

Hastanin acetabular yuvasinin acetabular denemeler ile belirlenip

Acetabular Cup ona gére uygulanmalidir.

Hastanin kemik yapisina uygun segilen acetabular cup ile uyumiu

Acetabular Liner olan bir cap secimesi gerekmektedir.

Hastanin kemik yapisina uygun segcilen acetabular cup a uygun

Acetabular Screw herhangi bir size secilir.

Modiler Body Hastanin kemik yapisina uygun herhangi bir size ve cap segilir.

Hastanin kemik yapisina uygun segcilen acetabular cup a uygun

Kilitleme Vidas herhangi bir size segilir.

Modiiler Stem Hastanin kemik yapisina uygun herhangi bir size ve cap segilir.

Monoblock Stem Hastanin kemik yapisina uygun herhangi bir size ve cap segilir.

Proksimal Body Hastanin kemik yapisina uygun herhangi bir size ve cap segilir.

Proksimal Sleeve Hastanin kemik yapisina uygun herhangi bir size ve cap segilir.

T Modiiler Body Hastanin kemik yapisina uygun herhangi bir size ve cap segilir.

T Connector Hastanin kemik yapisina uygun herhangi bir size ve cap segilir.

Acetabular Ring Hastanin kemik yapisina uygun herhangi bir size ve ¢ap segilir.

Uyarilar
eDaha 6nceden kullaniimig, baska bir hastanin viicut sivisi yada dokusuyla temas etmis protez veya protez
pargasi asla tekrar kullaniimamalidir.
eKullanilmig, hasar gérmis veya degistirilmis protez ya da protez pargalari higbir sekilde tekrar
kullanilmamalidir.
eAsiri yiklemeye maruz kalmasi, hasar gérmesi veya yanlis kullanilmasi durumunda protez veya protez
pargalari kirilabilir, yerinden gikabilir, agiri yipranabilir veya islevini kaybedebilir.
eRediiksiyon éncesinde kombine edilmis protez veya protez pargalari iyice temiz olmalidir, ¢linkui
eyabanci partikiillerin, kemik kalintilarinin, gimento tortularinin neden oldugu kontaminasyon protez
veya protez parcalarinin aginmasina, islevini yitrmesine ya da kiriimasina neden olabilir.
eFemoral konisi-topuz baginin kombinasyonunun saglam bir sekilde oturtulmasi yalnizca topuz
bas! konisinin ve femoral stem konisinin yiizeylerinin saglam olmasi kosuluyla miimkiin olabilir. Femoral
stemin dis konisiyle topuz basinin i¢ konisinin birbiriyle miikkemmel uyuma sahip olmasi gerekmektedir.
eKalga protezlerinde kullanilan MR uyumlulugu bilinmemektedir
eKalga protezlerinin raf émri Uretim tarihlerinden itibaren 5 yildir.
eKalga protezlerini 55 yas ve Ustl hastalarda kullaniimasi uygun gérdiliir.
eKalga protezlerinin amaglanan kullanimi disinda kullaniimasi uygun degildir.
eKalga protezleri hasta kilosuna bagl olarak performans degisikligi gosterir. Cok kilolu hastalarda triin
performansinda disus gozlenebilir.

KK.01 Yayn Tarihi 15.01.2011 Rev Tarihi 28.04.2021 REV 06

«Otimed Uriiniiniin kullanici tarafindan sterilize edilmesi ya da yeniden sterilize edilmesi halinde bu durum
hastaya iliskin belgelerde belirtiimelidir.(Yani operasyon raporunda)

eTemizlik ve sterilizasyon prosediirlerinin gegerliligiyle 6zellikle de dogru yerlestirmeyle ilgili teghizat diizenli
olarak kontrol edilmelidir.

eimplantasyon esnasinda asepsi kurallarina uyulmalidir.

ePolietilen malzemesinden imal edilmis olan protez ve protez pargalarinin yeniden sterilize edilmesi
mimkiin degildir.

eOpersyon éncesi yanlis planlama yapilmasi olumsuz sonuglar dogurabilir.(Hatall konumlandirma, yanhs
protez ve protez boyu segimi gibi)

1.2 Temizlik ve Sterilizasyon

Uriinler 1ginlama ile steril olarak kullanima sunulmaktadir. Yirtik, delik ve hasar gérmiis ambalaj sterilitenin

bozuldugunu gdsterir. Bu nedenle vyirtik, delik ve hasar goérmis ambalajli Urlnler kesinlikle

kullanilmamahdir.

13 Uriiniin Yeniden Sterilize Edilmesi

Uriinler i1sinlama ile steril olarak satisa sunulmaktadir. Uriinler yeniden steril edilmemelidir.

1.4 Operasyon Oncesi Planlama

Operasyona iliskin planlama réntgen bulgulari dogrultusunda yapilmalidir. Réntgen resimleri uygun implant

cesidinin, boyunun ve olasi kombinasyonlarinin segimine ait 5nemli bilgilerin elde edilmesine olanak saglar.

Farkl bir boy veya implantin kullaniminin gerekli olabilecedi durumlar s6z konusu oldugundan dolay:

operasyon gereken her gesit implant ve implant pargasi kombinasyonlari ve implantasyonlari igin gereken

cerrahi malzemeler Uretici tarafindan 6nerilmelidir.

Operasyon oncesinde hastanin implant malzemesine karsi alerjik reaksiyon gosterip gdstermeyecegi de

saptanmalidir.

15 Endikasyonlar

1. Primer Artroz
2. Sekonder Artroz
eAnkilozan spondilit
eRomatoid artrit
eFemur bas! epifiz kaymasi
ePerthes hastaligi
eTravmatik kalga gikig
eAsetabulum kingi
eAvaskiiler nekroz: kalga kirigi veya kalga ¢ikigi sonucunda ortaya gikabilir. Buna diyabet, orak hiicreli
anemi, bobrek hastalidi, alkolizm, gut hastaligi ve Gaucher hastaligi (Uzun kemiklerin dis tabakasinin
ve pelvisin bozulmasina kadar birgok probleme yol agan genetik bir bozukluk) nedeniyle olusur.
Yiiksek dozda alinan ve uzun siire kullanilan steroidli ilaglar bu probleme yol agabilir.
*Kirik ya da ¢ikiga bagl
eFemur bas! epifiz kaymasi
eHemoglobinopatiler (Orak hiicreli anemi gibi)
*Bobrek hastaliklart
eKortizon kullanimi
eBas! da igeren femur boyun ya da trokanterik bolge kiriklar
eProksimal femur ya da asetabulumu iceren kemik timérleri
eHerediter bozukluklar (Akondroplazi gibi)
1.6 Kontrendikasyonlar
*Aktif enfeksiyon varligi
oKalgada aktif enfeksiyon
oViicudun baska bir yerinde aktif enfeksiyon
*Osteomyleit
*Osteoporoz
eMetabolik bozukluklar
eBelirgin kemik kaybi
eAsiri sismanlik
eNorolojik hastaliklar
eEkstremitede ileri arteryel veya vendz yetmezlik

17 Muhtemel Olumsuz Etkiler

Implantasyon sonrasinda siklikla karsilagilan olumsuz sonuglar asagida listelenmistir:

eAsir yiikleme ve baskinin uygulanmasi, hasarll ya da hatali implantasyon sonucunda protez veya protez
pargalarinin kirlimasi veya gevsemesi.

eYikleme transferinin seklinin degismesi, kemik tabakasinin asinmasi veya kiriimasi ve/veya implant
Uzerindeki dokuya reaksiyon sonucunda implantin gevsemesi.

simplantin kismen veya tamamen yerinden gikmasi, implantin gereken siireden daha kisa siire igerisinde
konumlandiriimasindan dolayi ekstremitenin istenenden uzun veya kisa olmasi.

eKemigin bir bolgesine veya zayif bolgesine asiri ylikleme yapilmasi sonucunda kirilmasi.

eBasing ya da hematom sonucu gegici veya kalici sinirsel lezyon.

eYara hematomu ve geg iyilesmesi.

eKardiyovaskiiler rahatsizliklar.

eHareket kisitlamasi.

1.8 Hastaya Yonelik Bilgiler

Protez implantasyonunun olasi risk ve etkileri doktor tarafindan hastaya agiklanmalidir. Hasta ayrica olasi

etkileri azaltabilmek igin ne gibi dnlemler almasi gerektigi konusunda bilgilendirilmelidir. implantlarin

bilgisayarll tomografi ve manyetik rezonans sonuglarini etkileyebilecegi de hastaya bildirilmelidir.

2) Malzemeler

Otimed protezleri asagida belirtilen malzemelerden Uretilmistir.

. Titanyum Ti6AI4V dévme alasimi (ISO 5832/3)

. CrCoMo dokiim alagimi (ISO 5832/4)

. Polietilen UHMWPE (ISO 5834)

. Paslanmaz Celik(ISO 5832-1:2016)

3) Protezlerin Saklanmasi ve Kullanimi

=Protezler asin bir hassasiyete sahiptirler ve ¢ok ¢cabuk hasar gorehilirler. Yiizeyde meydana gelebilecek
cok kiigik bir ¢izik ya da hafif bir darbe aginmaya ve komplikasyonlarin artmasina neden olur. Bu
nedenle asiri hassasiyet gésterilmesi gerekmektedir.

=Cerrahi tekniklere ait agiklamalarda ézellikle 6ngoriilmedidi silirece protez ylizeyi metal ya da diger sert
metallerle temas ettirilmemelidir.

=Protezler agilmadan kendi orijinal ambalajinda saklanmalidir.

=Koruyucu baslik ve diger koruyucu aygitlar kullanim esnasindan dnce ¢ikariimamalidir.

=Cerrahi malzemeler yiiksek oranda yipratici etkilere maruz kaldigindan dolayi dayaniksiz tiiketim mallari
olarak kabul edilmektedir. Kullanmadan énce iglevini yerine getirip getiremeyecedi kontrol edilmeli,
gerekirse Ureticiye iade edilmelidir.

Semboller

Uyarilara dikkat ediniz

Urtin Referans kodu &

Son kullanim Tarihi Kuru yerde muhafaza ediniz

Uretim Tarihi

Isinlama ile steril edilmistir.

Lot Numarasi Onaylanmis kurulus no

Yirttk Delik  Paketleri

Tekrar steril etmeyiniz
Kullanmayiniz

Kullanim kilavuzunu
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HIP PROSTHESIS USE GUIDE

Instructions for Use

Before using the Otimed brand Hip Prosthesis released by Otimed Implant, certain information about the product

(technical explanations about the product, information about the surgical technique) should be carefully examined by

the physician who will use the product, together with the recommendations and instructions mentioned below.

1) Safety Instructions

11 General Instructions

Otimed products should only be implanted by a physician who is familiar with the potential problems of replacement of

the insertion device and who is familiar with the product-specific operation techniques.

Implants should be kept in the original packaging and should not be opened or damaged. Before implantation, the

products should be checked for any damage.

Before the sterile implants are removed from the package, the protective packaging should be carefully examined to

check whether there is any damage that might impair the sterile properties of the product.

In order for the product to maintain its sterile properties, attention should be paid to the expiration date. Expired

implants should be returned to the manufacturer.

When removing the implant from its package, asepsis rules must be followed.

The physician is responsible for complications and side effects arising from situations such as use not in accordance

with the indication instructions, incorrect operation technique, inappropriate material or treatment method selection,

use of wrong surgical material and asepsis error, and the manufacturer can never be held responsible.

The manufacturer assumes no liability if the instructions for use are not followed.

Important Instructions

Components of the system are prosthesis and prosthetic parts. These can only be combined with original parts from

the same system and can only be implanted with original surgical materials belonging to the same system.

. Hip prosthesis and prosthesis parts belonging to the Otimed brand should not be combined with parts
belonging to different manufacturers and should not be used with surgical materials belonging to different
manufacturers. No liability is accepted for surgical materials purchased or used by third parties.

. Prostheses should not be changed in any way, unless they are specifically stated in the use and surgical
methods of hip replacement. In case of doubt, written information should be obtained from the manufacturer.

. General endoprosthetic risks; Allergy to the implant materials used is the abrasion, loosening, incorrect
positioning, dislocation, wear, deterioration of the material, breakage of the implant or implant part.

. It is forbidden to use implants for any other purpose.

. Any additional instructions (such as the instruction labels on the package) should be followed.

Use of Hip Prostheses with Bone Cement

PRODUCT NAME USAGE

WITH OR WITHOUT CEMENT

Femoral Stem . "
(Varies according to the surface treatment method.)

Femoral Head CEMENTLESS
Bipolar Cup CEMENTLESS
Acetabular Cup CEMENTLESS
Acetabular Liner CEMENTLESS
Acetabular Screw CEMENTLESS
Modular Body CEMENTLESS

WITH OR WITHOUT CEMENT

Locking Screw . "
g (Varies according to the surface treatment method.)

WITH OR WITHOUT CEMENT

Modular Stem (Varies according to the surface treatment method.)

WITH OR WITHOUT CEMENT

Monoblock Stem (Varies according to the surface treatment method.)

Proximal Body CEMENTLESS

Proximal Sleeve CEMENTLESS

WITH OR WITHOUT CEMENT

B
T Modular Body (Varies according to the surface treatment method.)

T Connector CEMENTLESS
Ceramic Head CEMENTLESS
Ceramic Acetabular Liner CEMENTLESS
Acetabular Ring CEMENTLESS
Compatibility of Hip Replacement Components
PRODUCT NAME USAGE

Femoral Stem Any size and diameter suitable for the bone structure of the patient is chosen.

Any size and diameter suitable for the bone structure of the patient is chosen. In
order to be compatible with the Acetabular liner, the selected diameter values
must be the same.

Femoral Head

Bipolar Cup It should be any size suitable for the bone structure of the patient.

Planning for the operation should be made in line with x-ray findings. X-ray pictures allow obtaining important
information regarding the selection of the appropriate implant type, size and possible combinations.

Since there are situations where the use of a different size or implant may be required, any implant and implant part
combinations and surgical materials required for their implantation should be recommended by the manufacturer.

It should also be determined whether the patient will have an allergic reaction to the implant material before the
operation.

Warning : Incorrect planning before the operation may cause negative results (such as incorrect
positioning, wrong prosthesis and prosthesis length selection).

15 Indications

1. Primary Arthrosis

2. Secondary Arthrosis

Ankylosing spondylitis, Rheumatoid arthritis, Slipped femoral epiphysis, Perthes disease

Traumatic hip dislocation. Acetabular fracture

Avascular necrosis: can occur as a result of a hip fracture or hip dislocation. This is caused by diabetes, sickle cell
anemia, kidney disease, alcoholism, gout disease, and Gaucher disease (a genetic disorder that causes many
problems, from deterioration of the outer layer of long bones and pelvis). Steroid drugs taken in high doses and used
for a long time can cause this problem.

Fracture or dislocation of the femoral head epiphysis, Hemoglobinopathies (such as sickle cell anemia)

Kidney diseases, Use of cortisone, fractures of the femoral neck or trochanteric region including the head, Bone
tumors involving the proximal femur or acetabulum

Hereditary disorders (such as achondroplasia)

1.6 Contraindications
Presence of active infection
oActive infection in the hip
oActive infection elsewhere in the body

Osteomyelitis, Osteoporosis, Metabolic disorders, Significant bone loss, Obesity, Neurological diseases, Advanced
arterial or venous insufficiency in the limb

1.7 Possible Adverse Effects
The results of implantation are listed below:

. Loosening of the implant as a result of change in the shape of the loading transfer, erosion or fracture of the
bone layer and / or reaction to the tissue on the implant.

. Partial or complete dislocation of the implant, positioning of the implant in shorter time than required, causing
the limb to be longer or shorter than desired.

. Fracture as a result of overloading an area or weak area of the bone.

. Temporary or permanent neural lesion as a result of pressure or hematoma.

. Wound hematoma and delayed healing.

. Cardiovascular disorders.

. Restriction of movement.

1.8 Patient Information

Possible risks and effects of prosthesis implantation should be explained to the patient by the doctor. The patient
should also be informed about what precautions to take to reduce potential effects. The patient should also be
informed that implants may affect the results of computed tomography and magnetic resonance.

2) Materials

Otimed prostheses are produced from the materials listed below.

. Titanium Ti6AI4V forged alloy (ISO 5832/3)

CrCoMo cast alloy (ISO 5832/4)

Polyethylene UHMWPE (ISO 5834)

Stainless Steel

Ceramic

3) Storage and Use of Prostheses

The acetabular nest of the patient should be determined by acetabular trials and

Acetabular Cup applied accordingly.

It is necessary to choose a diameter that is compatible with the acetabular cup

Acetabular Liner chosen according to the bone structure of the patient.

Any one suitable for the acetabular cup selected according to the bone structure

Acetabular Screw of the patient is chosen for you.

Modular Body Any size and diameter suitable for the bone structure of the patient is chosen.

- Prostheses are extremely sensitive and can be damaged very quickly. A small scratch or slight impact on the
surface will cause abrasion and increase in complications. Therefore, extreme sensitivity should be shown..

- Prosthesis surface should not be contacted with metal or other hard metals, unless specifically foreseen in the
explanations of surgical techniques.

- Prostheses should be stored unopened in their original packaging.

- Protective headgear and other protective devices should not be removed before use.

- Surgical materials are considered as non-durable consumer goods because they are exposed to high levels of
wear. Before use, it should be checked whether it can function or not, if necessary, it should be returned to the
manufacturer..

Warning:
1. CoCrMo alloy used in hip prostheses is MR compatible.
2. Hip prostheses are not suitable for use other than their intended use.
3 Hip prostheses show performance changes depending on the patient's weight. Product performance

may decrease in overweight patients..

Symbols

Any one suitable for the acetabular cup selected according to the bone structure

Locking Screw of the patient is chosen for you.

Modular Stem Any size and diameter suitable for the bone structure of the patient is chosen.

Monoblock Stem Any size and diameter suitable for the bone structure of the patient is chosen.

Proximal Body Any size and diameter suitable for the bone structure of the patient is chosen.

Product Reference Code Single use only

REF

Proximal Sleeve Any size and diameter suitable for the bone structure of the patient is chosen.

T Modular Body Any size and diameter suitable for the bone structure of the patient is chosen.

T Connector Any size and diameter suitable for the bone structure of the patient is chosen.

Any size and diameter suitable for the bone structure of the patient is chosen. |
order to be compatible with the Acetabular liner, the selected diameter values
must be the same.

5

Ceramic Head

Expiration date Pay attention to the warnings

It is necessary to choose a diameter that is compatible with the acetabular cup

Ceramic Acetabular Liner chosen according to the bone structure of the patient.

Production Date Store in a dry place

®
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Acetabular Ring Any size and diameter suitable for the bone structure of the patient is chosen.

AWarnings

. A prosthesis or prosthesis part that has been used before and that has come into contact with the body fluid or
tissue of another patient should never be reused.

. Used, damaged or altered prosthesis or prosthetic parts should not be reused in any way.

. Prosthesis or prosthesis parts may break, dislocate, wear out excessively or lose function if exposed to
excessive loading, damage or misuse.

. The combined prosthesis or prosthesis parts must be thoroughly clean prior to reduction, as contamination by
foreign particles, bone debris, cement deposits may cause wear, loss or fracture of the prosthesis or prosthetic
parts.

. A secure seating of the femoral cone-ball head combination is only possible provided that the surfaces of the

mace-head cone and femoral stem cone are intact. The outer cone of the femoral stem and the inner cone of
the mace head should have a perfect match.

1.2 Cleaning and Sterilization

The products are provided for sterile use by irradiation. Torn, perforated and damaged packaging indicate impaired

sterility. For this reason, torn, perforated and damaged packaged products should not be used.

1.3 Re-sterilization of the Product

The products are sold as sterile by irradiation. Products should not be resterilized.

Important Instructions

. If the Otimed product is sterilized or resterilized by the user, this should be stated in the patient's documents
(in the operation report).

. The validity of cleaning and sterilization procedures should be regularly checked, especially with regard to
correct insertion.

. Asepsis rules must be followed during implantation.

. It is not possible to resterilize prosthesis and prosthesis parts made of polyethylene material.

1.4 Pre-Operation Planning
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Lot Number Sterilized by irradiation.

Do Not Use Torn Hole

Packs Notified Body Number

1783

READ TO USE GUIDE Do not resterilize

Otimed implant Endiistri Saglik ingaat San. ve Tic. Ltd. Sti.
Address: Goztepe Mah. Akgeyik Cad. No:2/5 Battalgazi MALATYA
Phone: (0422) 311 44 01 Fax : (0422) 311 44 05

™
®
[13]
wl

Rev Tarihi 28.04.2021 REV 06 Sayfal/1l



