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IMPORTANT MEDICAL INFORMATION
ORTOPRO SPINE PEDICLE SCREW SYSTEM
Indications

Orion Spnml System is intended for use in the noncervical spine. When used as an anterior/anterolateral and posterior, noncervical pedicle and non-pedicle fixation system, the Orion Spinal System is intended to provide additional support during fusion using autograft or
allograft in skeletally mature patients s i :
« Degenerative disc disease (DDD) (defined as back pain of discogenic origin with degeneration of the disc confirmed by history and radiographic studies);
« Spondylolisthesi
* Trauma (i.e., fracture or dislocation);
* Spinal stenosi
« Curvatures (i.e., scoliosis, kyphosis, and/or lordosis);

* Tumor;

« Pseudoarthrosis; and

« Failed previous fusion.

Contraindications

Contraindications may be relative or absolute. The choice of a particular device must be carefully weighed against the patient’s overall evaluation. Circumstances listed below may reduce the chances of a successful outcome:

« Any abnormality present which affects the normal process of bone remodeling including, but not limited to, severe osteoporosis involving the spine, bone absorption, osteopenia, primary or metastatic tumors involving the spine, active infection at the site or certain
metabolic disorders affecting osteogen:
« Insufficient quality or quantity of bone which would inhibit rigid device fixation.

« Previous history of infection.

« Excessive local inflammation.

* Open wounds.

« Any neuromuscular deficit which places an unsafe load level on the device during the healing period.
« Obesity. An overweight or obese patient can produce loads on the spinal system which can lead to failure of the fixation of the device or to failure of the device itself. Obesity is defined according to the W.H.C
« Patients having inadequate tissue coverage of the operative site.

« Pregnancy.

* A condition of <emlny mental illness, or substance abuse. These conditions, among others, may cause the patient to ignore certain necessary limitations and precautions in the use of the implant, leading to failure or other complications.

« Foreign body sensitivity. Where material sensitivity is suspected, appropriate tests should be made prior to material selection or implantation.

« Other medical or surgical condition which would preclude the potential benefit of spinal implant surgery, such as the presence of tumors, congenital abnormalities, elevation of sedimentation rate unexplained by other diseases, elevation of white blood cell count (WBC),
or marked left shift in the WBC differential count. These contraindications can be relative or absolute and must be taken into account by the physician when making his decision. The above list is not exhaustive.

General Conditions of Use

The implantation of pedicle screw spinal systems must be performed only by experienced spinal surgeons having undergone the necessary specific training in the use of such systems because this is a
the patient.

Information for Patients

The surgeon must discuss all physical and psychological limitations inherent to the use of the device with the patient. This includes the rehabili
should be directed to the issues of premature weight bearing, activity levels, and the necessity for periodic medical follow-up.

andards.

arisk of serious injury to

tion regimen, physical therapy, and wearing an appropriate orthosis as prescribed by the physician. Particular discussion

The surgeon must warn the patient of the surgical risks and made aware of possible adverse effects. The surgeon must warn the patient that the device cannot and does not replicate the flexibility, strength, reliability or durability of normal healthy bone, that the implant
can break or become damaged as a result of strenuous Acuvi(y or trauma, and that the device may need to be replaced in the future. If the patient is involved in an occupation or activity which applies inordinate stress upon the implant (e.g..substantial walking, running,
lifting, ormuscle strain) the surgeon must advice the patient that resultant forces can cause failure of the device. Patients who smoke have been shown to have an increased incidence of non-unions. Surgeons must advise patients of this fact and warn of the potential

consequences. For diseased patients with di disease, the p ion of ive disease may be so advanced at the time of implantation that it may substantially decrease the expected useful life of the appli In such cases, paedic devices may be
considered only as a delaying technique or to provide temporary relief.

Infection

Transient bacteremia can occur in daily life. Dental i ion P ination and other minor surgical procedures have been associated with transient bacteremia. To help prevent infection at the implant site, it may be advisable to use antibiotic

prophylaxis before and after such procedures.

Implant Selection and Use

The choice of proper shape, size and design of the implant for each patient is crucial to the success of the surgery. The surgeon is responsible for this choice which depends on each patient. Patients who are overweight may be responsible for additional stre and
strains on the device which can speed up metal fatigue and/or lead to deformation or failure of the implants. The size and shape of the bone structures determine the size, shape and type of the implants. Once implanted, the implants are subjected to stresses and strains.
These repeated stresses on the implants should be taken into consideration by the surgeon at the time of the choice of the implant, during implantation as well as in the post-operative follow-up period. Indeed, the stresses and strains on the implants may cause metal fatigue
or fracture or deformation of the implants, before the bone graft has become completely consolidated. This may result in further side effects or necessitate the early removal of the osteosynthesis device.

Improper selection, placement, positioning and fixation of these devices may result in unusual stress conditions reducing |he service | life of the implant. Contouring or bending of rods or plates is recommended only if necessary according to the surgical technique of
each system. Rods or plates should only be contoured with the proper contouring instruments. Incorrectly s/plates, or rods/pl which have been repeatedly or excessively contoured must not be implanted. The surgeon is to be thoroughly familiar with the
surgical procedure, instruments and implantcharacteristics prior to performing surgery.

Post-Operative Care

Prior to adequate maturation of the fusion mass, impl
procedures confirm adequate maturation of the fusion ma:
prevent placing excessive stress on the implants which may lead to fixation or implant failure and accompanying clinical problems.
site to his/her physician. The physician should closely monitor the patient if a change at the site has been detected.

Adverse Effects

« While the expected life of spinal implant components is difficult to estimate, it is finite. These components are made of foreign materials which are placed within the body for the potential fusion of the spine and reduction of pain. However, due to the many biological,
mechanical and physicochemical factors which affect these devices but cannot be evaluated in vivo, the components cannot be expected to indefinitely withstand the activity level and loads of normal healthy bone.

« Bending, disassembly or fracture of any or all implant component:
« Fatigue fracture of spinal fixation devlce= including screws and rods, has occurred.
« Pain, discomfort, or abnormal sen:
« Pressure on skin from components where inadequate tissue coverage ex
« Dural leak requiring surgical repair.

« Loss of proper spinal curvature, correction, height and/or reduction.

* Delayed Union or Nonunion: Internal fixation appliances are load sharing devices which are used to obtain alignment until normal healing occurs. In the event that healing is delayed, does not occur, or failure to immobilize the delayed/nonunion results, the implant will
be subject to excessive and repeated stresses which can eventually cause loosemng, bending or fatigue fracture. The degree or success of union, loads produced by weight bearing,

and activity levels will, among other conditions, dictate the longevity of the implant. If a nonunion develops or if the implants loosen, bend or break, the device(s) should be revised or removed immediately before serious injury occurs.

. Lomenma of <pmdl fixation implants can occur. Early mechanical loosening may result from inadequate initial fixation, latent mfeclmn premature loading of the prosthesis or trauma. Late loosening may result from trauma, infection, biological complications or

spinal i may need addi 1 help to date full load bearing. External support may be recommended by the physician from two to four months postoperatively or until x-rays or other
external immobilization by bracing or casting be employed. Surgeons must instruct patients regarding appropriate and restricted activities during consolidation and maturation for the fusion mass in order to
Surgeons must instruct patients to report any unusual changes of the operative

over the implant, with the potential extrusion through the skin.

with the possibility of bone erosion, migration and/or pain.
« Peripheral neumpmlhles nerve damage, heterotopic bone formation and 1 paralysis, loss of bowel or bladder funcuon or mm drop may occur.
« Serious complications may be associated with any spinal surgery. These complications mclude but are not limited to: gemlnunnary disorders:g 1 vascular disorders, includi P 'y disorders, incl emboli; bursitis,

hemorrhage, myocardial infarction, infection, paralysis or death.

* Neurological, vascular, or soft tissue damage due directly to the unstable natiire of the fracture, or to surgical trauma.
« Inappropriate or improper surgical placement of this device may cause distraction or stress shielding of the graft or fusion mass. This may contribute to failure of an adequate fi
« Decrease in bone density due to stress shielding.

« Intraoperative fissure, fracture, or perforation of the spine can occur due to implantation of the components.

Postoperative fracture of bone graft, the intervertebral body, pedicle, and/or sacrum above and/or below the level of surgery can occur due to trauma, the presence of defects, or poor bone stock.
Removal of Implants

These implants are temporary internal fixation devices designed to stabilize the operative site during the normal healing proces:

on mass to form.

. After healing occurs, these devices serve no functional purpose and can be removed. Removal may also be recommended in other cases, such

« corrosion with a painful reaction,
 migration of the implant, with q pain and/or ical, articular or soft tissue lesions,

« pain or abnormal sensations due to the presence of the implants,

nfection or inflammatory reactions,

« reduction in bone density due to the different distribution of mechanical and physiological stresses and strains,

« failure or mobilization of the implant.

Implant removal should be followed by adequate postoperative management to avoid fracture or re-fracture. Removal of the implant after fracture healing is recommended. Metallic implants can loosen, bend, fracture, corrode, migrate, cause pain or stress shield bone.
Pre-Operative Precautions

Ortopro Spine devices can only be used by doctors who are fully familiar with the surgical technique required and who have been trained to this end.

Warning

The safety and effectiveness of pedicle screw spinal systems have been established only for spinal conditions with significant mechanical instability or deformity requiring fusion with instrumentation. These conditions are significant mechanical instability or deformity
of the thoracic, lumbar, and sacral spine secondary to spondylolisthesis (grades 3 and 4) of the L5-S1 vertebrae, degenerative spondylolisthesis with objective evidence of neurological impairment, fracture, dislocation, scoliosis, kyphosis, spinal tumor, and failed previous
fusion (pseudoarthrosis). The safety and effectiveness of these devices for any other conditions are unknown.

The safety and effectiveness of this device have not been established for its use as part of a growing construct. This device is only intended to be used when definitive fusion is being performed at all instrumented levels.

Precautions

The implantation of pedicle screw spinal systems should be performed only by experienced spinal surgeons with specific training in the use of this pedicle screw spinal system because this is a technically demanding procedure presenting a risk of serious injury to the
patient. Based on the fatigue testing results, the physician/surgeon should consider the levels of implantation, patient weight, patient activity level, other patient conditions, etc.

which may impact on the performance of the system.

Concerning Magnetic Resonance Environments

The devices described in this package insert have not been evaluated for safety and compatibility in the MR environment. The devices described in this package insert have not been tested for heating or migration in the MR environment.

Handling And Sterilization:

This product is for single use only. An implant should never be re

terilized after contact with body tissues or fluids. Devices labeled for single-use only should never be reused. Reuse of these devices may potentially result in serious patient harm. Examples of hazards
related to the reuse of these devices include, but are not limited to: significant degradation in device performance, cross-infection, and contamination.

Implants provided non- sterile must sterilized by a hospital validated steam autoclaving proc in appropriate pmleclwe wrapping when necessary. If necessary Components must be cleaned prior to sterilization in compliance with hospital validated cleaning process or
Cleaning equipment manufacturers’ user instructions and recommendations for chemical detergent is required. All implants must be stored in a clean, dry environment and be protected from sunlight and extremes in temperature

The following process parameters are validated by ()nopm and recommended for sterilization

Steam Sterilization
Cycle Type Parameter Minimum Set Point
Prevacuum Exposure Temperature 273°F (134°C)
273°F (134°C) Exposure Time 4 minutes
Dry Time 20 minutes

These recommendations have been developed and validated using specific equipment. Due to variations in environment and equipment, it must be demonstrated that these recommendations produce sterility in your environment.
Definations:
Symbols and abbreviations may be used on the package label. The following table provides the definition of these symbols and abbreviations.

Batch code Consult Instruction For Use Manufacturer
Date of manufacture [I::i]
Al

Catalog number contents packed without sterilization Do not re-use Do not Resterilize

@

INFORMATION
Should any incident occur with implantable device, call the phone number given below. For further information, please contact Customer Service
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O RTH OFPAET DI C S
ONEMLI MEDIKAL NOT- ORTOPRO SPINAL VIDA SISTEM

Indkasyon:

Ortopro spinal sistem _servikal olmayan spinal blgede kullanimak iizere tasarlanmistir. anterior / anterolateral ve posterior, noncervical pedikill ve non-pedikill fiksasyon sistemi olarak kullanildiginda, Orion Spinal Sistem. iskelet sistemi gelismis hastalarda .
aoutogreft veya allogreft kullanilarak fiizyon saglama esnasinda asagidaki akut ve kronik rahatsiliklarin veya deformitilerin tedavisinde destek sagl

« Dejeneratif disk hastaligi (DDH) (tarih ve radyografik calismalar ile teyit diskin dejenerasyonu ile diskojenik kokenli iizerinde sirt agrisi olarak tamimlanir);

« spondilolistezis:

« Travma (Kirilma veya ¢ikik);

* Spinal stenoz;

. Egnllk (i.n., skolyoz, kifoz ve / veya lordoz);

« 5nceki ans;z fiizyonlarda

Kontrendikasyonlar

Kontrendikasyonlar relatif veya mutlak olabilir. belirli bir cihaz segimi, hastanin genel degerlendirmesine karsilik dikkatlice yapilmalidir. Agagida listelenen sartlar basarili bir sonug sansini azaltabilir:

Normal kemik yenilenmesi prosesini etkliyen anormal durumlar, bu durumlar bunlarla sinirli olmamakla birlikte; Siddetli omurga osteoporoz, kemik emilimi, osteopeni, omurgada osteogenezis etkileyen bazi metabolik bozukluklar, aktif enfeksiyonu kapsayan primer

veya metastatik tiimorler.

+ Normal emik yenilenmesi prosesini etkliyen anormal durumlar, bu durumlar bunarla simirli olmamakla birlikte; Siddetli omurga osteoporoz, kemik emilimi, osteopeni, omurgada osteogenezis etkileyen bazi metabolik bozukluklar, aktif enfeksiyonu kapsayan primer
veya metastatik timorler.

« saglam cihaz sabitlemesini etkliyecek Yetersiz kemik stogu veya yetersiz kemik kalitesi

« Enfeksiyon dykiisii

« Agirt yerel inflamasyon.

« Agik Yaralz

+iyilesme doneminde cihazda giivensiz bir yiik seviyesi yerlestirir herhangi nirom

+ Obezite. Agint kilolu veya obez hasta cihazin veya cihazin bagarisizhig fi

« operatif sitenin yetersiz doku kapsama sahip hastalar.

« Hamilelik

* Yaghilik, ruhsal hastalik, y da madde ktiiye bir durum. digerlerinin yami sira, Bu kosullar, basarisizlik veya baska komplikasyonlara yol agan hasta implant kullaniminda gerekli olan kisitlamalar ve dnlemleri ihmal etmesine neden olabilir.

« Yabanci cisim hass kargt hassasiyet beklendigi durumlarda , malzeme segimi veya implantasyon dncesi uygun testler yapilmalidir.

« tiimorler, konjenital amomaliler gibi Spinal Implant cerrahisinin potansiyel yarara engel olacak diger tibbi ya da cerrahi duru

Bu konlrendlkasyonlur receli veya kesin olabilir ve bunlar hekim tarafindan karar verilirken dikkate alinmalidir. Yukdndakl liste ayrmtili degildir.

Genel Kullanim Sartla

sistemlerin kullanimi gerekli 6zl egitim gegirmis olan ancak deneyimli spinal cerrahlar tarafindan yapimalidir giinkii Pedikiil vida implantasyonu, hastaya ciddi yaralanma riski tasyan bir teknik olarak zor bir islemdir,

Hastalar ci

Cerrah; hasta ile cihazin kullanimi igin gegerli tiim fiziksel ve psikolojik siirlamalari gorii

izlem gerekliligi konularina yonelik olmalidir.

Cerrah, cerrahi riskler hakkinda hastay: uyarmak ve olast yan etkilerinden haberdar etmelidir.

Cerrah hastaya cihazin normal kalitedeki kemigin ligina, esnekligine ve sahip olmadigini , travma veya yourucu aktivite sonucu olarak i n kir gini veya deforme i ve implanti ilerde yenisi ile degistirilmesi

gerekebilecegi konusunda  uyarmalidir. Hasta implant iizerine agin stres uygulayan bir meslek veya fa.xllyelle ugragtyorsa (6rnegin, asi yiiriime. kosma, kaldirma veya kas gerilme), Cerrah ortaya cikan giiglerin cihazinin bozulmasina neden olabilecegi hastaya

bildirmelidir. Sigara icen hastalar kemik kaynama uzun siiren hastalar olarak goriilmektedir. Cerrahlar bu gercegin hastalarda bildirmeleri olast Sonuglar: hakkinda uyarmaidir . dejeneratif h: staig olan hastalikl hastalarda, implantasyon sirasinda dejeneratif

hastalig biiyiik 6lgiide cihazin beklenen faydali Smriinii azaltabilecek kadar ilerlemis olabilir. Bu gibi durumlarda, ortopedik cihazlar, sadece bir erteleme teknigi olarak veya gegici lama saglamak icin

Enfeksiyon

Gegici bakteriyemi giinliik yasamda ortaya gikabilir. Dis manipiilasyon, endoskopik muayene ve diger kiigiik cerrahi islemler gegici bakteriyemi ile iligkilendirilmistir . implant yerinde enfeksiyonu énlemek igin, but tir islemlerden dolay1 &ncesinde ve sonrasida

antibiyotik profilal kullanmas: tavsiye edilebilir

Implant Secimi ve Kullanimi.

her bir hasta igin Uygun sekil, boyut ve tasarimdaki implant secimi cerrahi basar1 igin gok dnemlidir.

Cerrah her hastaya gére farklilik gésteren bu segimden sorumludur. Asirt kilolu hastalar, implantin kirilmasina /deforme olmasina veya metal yorgunlugunu hizlandiracak  cihaz iizerindeki ilave basing ve gerilmelerden sorumludur.

Kemik yapisinin boyut ve sekli, implant 6lgiisinii, seklini ve tipini belirler.

ler agig1.
syon ine yol acabilir spinal sistem iizerinde yiik iiretebilir. Obezite W.H.O standardlarina gore tanimlanir.

ir. Bu hekim tarafindan belirlenen rehabilitasyon rejimi, fizik tedavi ve uygun ortez giymeyi  icerir. goriisme; erken agirlik tastyan, aktivite diizeyleri ve periyodik tibbi

implantlar implante edildikleri andan itibaren baski ve yiike maruz kalirlar. implantlar iizerine bu tekrarlanan stressler, cerrah tarafindan implant segimi, implantasyon ve ameliyat sonrasi takip periyodu sirasinda dikkate almmalidir. implantlar iizerine gerilmeler ve
yiikler, implant’dametal yorgunluguna, deformasyona ve kirilmaya neden olabilir. Bu da daha fazla yan etkilere neden olabilir veya cihazinin erken ¢ikarilmasini gerektirebilir.

implantin yanls segimi, yerlestirilmesi, 1 1lmast ve fi i Gmriinii azaltan stres kogullarina yol agabilir. cerrahi teknige gore Rodlarin egilmesi sadece gerektiginde tavsiye edilmektedir.Rod'lar sadece uygun Sekillendirici aletlerle
sekil verilmelidir. Yanlis sekil verilmis rod’lar veya defalarca sekil verilmis rod'lar implante edilmemelidir. Cerrah cerrahi prosediir, aletler ve cerrahi gerceklestirmeden once implantlar ozelliklerine asina olmaldir.

\ an Etkileri

« Spinal Implant pargalarinin kullanim 6mrii tahmin etmek zor olsa da, dmiirlerinin bir sonu vardir. Bu bilegenler, potansiyel omurga fiizyon ve agr azaltilmas! igin viicut iine yerlestirilen yabanci malzemelerden yapilmis. Ancak, birgok biyolojik, mekanik ve
fizikokimyasal faktorler implanlari etkilemektedir, implantlar normal saglikli kemigin kargiladig1 yiiklere deyanmasi beklenmez

« herhangi bir implant bilegeninde veya tim implant bilesenlerin hepsinde Biikiilme, sokiilme veya kirilma

« vidalar ve gubuklar da dahil olmak iizere spinal fiksasyon cihazlarinin yorulmasi, kirilmas

* Agri, sizi veya cihazin varligi nedeniyle anormal hisler.

« implantlar bilesenlerden cilt iizerine gelen basing

* Dural cerrahi onarim gerektiren dural sizinti .

« Uygun omurga egriligi, diizeltme, yiiksekligi ve / veya rediiksiyon kaybi.

« Gegikmis Kaynama veya kaynamama

« Spinal tespit implantlarin gevsemesi olugabilir. Erken mekanik gevseme; yetersiz ilk sabitleme, latent enfeksiyon, travma veya protezin erken yiiklenmesi erken mekanik gevseme ile sonuglabilir. Geg gevseme kemik erozyonu, travma, enfeksiyon, biyolojik
komplikasyonlar veya mekanik sorunlar ge¢ gevseme ile sonuglanabilir .
« Periferal néropatiler, sinir hasari, heterotopik kemik olusumu ve nérovaskiiler bir uzlasma, felg, bagirsak veya mesane fonksiyon kaybi, ayak diigmesi olabilir.

« Ciddi komplikasyonlar herhangi spinal cerrahi ile iliskili olabilir . Bu komplikasyonlar arasinda, bunlarla simrli olmamak iizere: genitoiiriner hastaliklar, mide-bargirsak bozukluklari; trombiis dahil vaskiiler bozukluklar; emboli dahil bronkopulmoner bozukluklar;
bursit, kanama, miyokard enfarktiisii, enfeksiyon, felg ya da &lim.

« Cerrahi travmalar nedeni ile Norolojik, vaskiiler veya yumusak doku hasart.

 stress shielding’den dolayr kemik yogunlugunda azalma

. K lerin impl dolay if fissiir, kirtk veya omur perforasyonu olusabilir

Travmadan, meveut defect'den veya zayif kemik stogundan dolayr Ameliyat sonrasinda  kemikgrafti, intervertebral govde, pedikiil ve sakrumun kiriklars olusabilir.

implantlarin Cikariimas:
Bu implantlar, normal iyilesme siirecinde ameliyat yerinin stabilize etmek igin tasarlanmis gegici internal fiksasyon cihazlaridir . iyilesme sonrasinda bu cihazlarin fonksiyonel bir amaci yoktur ve geri gikarilabilirler. Geri ¢ikarma ayrica agagidaki durumlarda tavsiye
edilir:

« Agnli reaskiyonlu korozyonlarda

« implant varligi nedeniyle agri ve anormal hisler,

« enfeksiyon veya inflamatuar reaksiyonlar,

«, Mekanik ve fizyolojik baski ve gerilme kuvvetlerinin farkli dagilimi nedeniyle kemik yogunlugunda azalma

e implantin kirilmasi ve yer degetistirmesinde.

implantin gikarilmasi sirasinda kirik veya yeniden kirik olusmamast igin uygun ameliyat sonrasi ¢ikarma yontemi takip edilmelidir. kirik iyilesmesi sonrast imp ¢ikarilmas tavsiye edilir. Metalik implantlarda ac1’ya neden olacak kirilma, gevseme, deformasyon
olabililir.

Ameliyat Oncesi Onlemler

Ortopro Omurga cihazlari, sadece cerrahi teknige gerekli egitimi almig iiriinleri taniyan doktorlar tarafindan kullanilabilir.

Onlemler

sistemlerin kullanimi gerekli 6zel egitim gegirmis olan ancak deneyimli spinal cerrahlar tarafindan yapilmahidir ¢iinkii Pedikiil vida implantasyonu, hastaya ciddi yaralanma riski tasiyan bir teknik olarak zor bir iglemdir,

yorulma test sonuglaria day . doktor / cerrah impl. seviyelerini, sistemin performansi etkileyebilecek hastanin kilosu, hasta aktivite seviyesi, diger hasta kosullar dikkate almalidir.

Manyetik Rezonans Ortamlar ile ilgili:

Bu prospektiiste tanimlanan cihazlar MR ortaminda giivenlik ve uy
KULLANIM VE STERILIZASYON

Bu iiriin tek kullammliktir. Bir implant viicut dokulariyla veya sivilariyla temas ettikten sonra asla tekrar sterilize Sadece tek olarak il is cihazlar asla tekrar kullanilmamalidir. Bu cihazlarin tekrar kullanilmasi hastanin ciddi sekilde zarar
gormesiyle sonuglanabilir. Bu cihazlarin tekrar kullanilmasina iligkin tehlikeler arasinda cihaz performansinda 6nemli dlgiide bozulma, gapraz enfeksiyon ve kontaminasyon bulunmakta olup, bunlarla sinirli degildir.

degerlen

r istir. Bu prospektiiste tanimlanan cihazlar MR ortaminda 1sinma veya yer degistirme agisindan test edilmemistir.

Non-steril implantlar hastanenin valide edilmis buhar otoklav p steril edilmelidir. ~ Steril edi nce riinler, gerekli ise hastanenin valide edilmis temizlik prosesine uygun olarak veya temizlik ekipmant iireticisinin kullanim klavuzuna ve énerdigi
deterjani kullanarak iiriinler temizlenmelidir. Tiim implantlar lemlz ve kuru bir ortamda saklanmal ve giines 15181 ve asirt slcakllkldrdan korunmalidir.
Asagidaki paremetreler sterilizasyon i¢in Ortopro tarafindan valide edilmis ve dnerilen sterilizasyon pdmmelre]erldlr

Buharl Sterilizasyon
Dongu Turd Parameter Minimum Set Point
On vakum Uygulama Sicaklig 273°F (134°C)
134 °C (273 °F) Uygulama Siiresi 4 dakika
Kuruma Siresi 20 dakika

Bu 6neriler 6zell ekipman K elistirilmis ve dogrul "Ortam ve cki T FarkITiKlar iyle, bu in sizin or sterilite sagladig1 gosterilmelidir.
TANIMLAR:
Ambalaj etiketlerinde ler ve kisaltmalar k ilir. Bu llerin ve k in tamimlan asagidaki tabloda yer almaktadir.

Parti Kodu Uretim Tarihi [j:i] Kulanim Talimatint Okuyunuz. Uretici
\ d

Katalog Numarast I Steril Edilmenis. Tekrar Kullanmaym % Tekrar Steril Etme
DANISMA:

Implant edilen cihazlarla ilgili bir olay meydana geldiginde asagida verilen numaray1 arayiniz. Detayl bilgi igin liitfen miisteri hizmetleri ile irtibata geginiz.
Tel: 490232 252 29 19 Fax: +90 0232 252 29 24
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