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A.DEFINITIONS:
Symbols and abbreviations may be used on the package label. The following table provides the definition of these symbols and abbreviations.

Table 1. Definitions of Symbols and Abbreviations

Symbol Definition Symbol Definition
LOT Batch number Date of manufacture

s

Catalog number Manufacturer
REF &

Do not re-use Unique Device Identifier Number

Caution, consult accompanying documents Medical Device

Consult operating instructions ! Non-sterile

= B> &

B.DESCRIPTION:

Tipsan Spinal Pedicle Screw System is a spinal internal fixation. It consists of various components including pedicle Screws, vertebral rods,
connectors, Hooks, Occipital Plate.

Tipsan Spinal Pedicle Screw System includes following devices:

-Thoracic-Lumbar Spinal Pedicle Screw Fixation System
-Cervical Spinal Pedicle Screw Fixation System

Do not mix components from different manufacturer. All implantable devices are designed for single use only.
Materials:
The implants are manufactured from titanium alloy which conform to ASTM or ISO standards, or internal standards. The component material is

provided on the package label

Table-2 : Component List & Materials & Application Method.

Components Materials

All Components ( Pedicle Screws, Rods, ISO 5832-3 /Titanium Alloy
Connectors, Hooks, Occipital Plate)

Implantation of the devices will expose patients to the following materials:

Material Elements in Material % Composition
Description
Titanium alloy - Aluminium 5,5t06,75
Ti-6AI-4V (ISO Vanadium 3,5t04,5
5832-3)
Iron 0,3 max.
Oxygen 0,2 max.
Carbon 0,08 max.
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Nitrogen 0,05 max.

Hydrogen 0,015 max.

Titanium Balance

C.INTENDED PURPOSE & INDICATIONS

Intended Purpose:

-The Thoracic-Lumbar Spinal Pedicle Screw Fixation System is intended to provide immobilization and stabilization of spinal segments in
skeletally mature patients as an adjunct to fusion in the Thoracic, Lumbar Vertebra and Sacrum.

-Cervical Spinal Pedicle Screw Fixation System is intended to provide immobilization and stabilization of spinal segments in skeletally mature
patients as an adjunct to fusion in the cervical.

Indications:

Spinal Pedicle Screw Fixation System is indicated for
1) Degenerative disc disease (DDD)

2) Spondylolisthesis;

3) Trauma (i.e., fracture or dislocation);

Intended Clinical Performance:
Intended Clinical performance of device is:
° Pain reduction;
e  spine stabilization and fusion
However, these performances are dependent on several parameters regardless of the device concerned:
- The patient (weight, activity level, expectations, age, etc.);
- The patient’s bone quality
- The implantation quality.

Intended Patient populations:
The Device is designed to be used for skeletally mature patients. No limitations in regard to gender or aetiology

Intended user :
The Device is designated to be used only by Health care professional — Orthopaedic / Spinal Surgeon,

D.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:

1) 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
osteogenesis.

2) Insufficient quality or quantity of bone which would inhibit rigid device fixation.

3) Previous history of infection.

4) Excessive local inflammation.

5) Open wounds.

6) Any neuromuscular deficit which places an unsafe load level on the device during the healing period.

7) 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.O.standards.

8) Patients having inadequate tissue coverage of the operative site.

9) A condition of senility, mental iliness, 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.

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

11) Other medical or surgical condition which would preclude the potential benefit of spinal implant surgery, such as the presence of tumors, congenital
abnormalities. These contraindications can be relative or absolute and must be taken into account by the physician when making his decision.

E.GENERAL PRECAUTIONS &WARNINGS

- 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 technically demanding procedure presenting a risk of serious injury to the patient.
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-The manufacturer is not liable for complications that might occur for reasons such as incorrect indications or surgical technique, unsuitable
choice or handling of material and/or surgical instruments.

-The correct selection and sizing of the implant is extremely important. Selection of the proper size, shape, and design of the implant increases
the potential for success. The implants require careful seating and adequate bone support.

-It is the responsibility of each surgeon using implants to consider the clinical and medical status of each patient and to be knowledgeable
about all aspects of implant procedure and the potential complications that may occur. The benefits derived from implant surgery may not
meet the patient’s expectations or may deteriorate with time, necessitating revision surgery to replace the implant or to carry out alternative
procedures. Revision surgeries with implants are common. The patient’s mental status must also be considered. Willingness and/or ability to
follow post-operative instructions may also impact the surgical outcome. Surgeons must balance many considerations to achieve the best
result in individual patients.

The implants are temporary internal fixation devices.. After the Bone fusion, these devices serve no functional purpose and may be removed.
Recovery time may take from 4 to 12 months. Estimated functional life time of the devices is Approximately 4 to 12 months. After the
bone fusion, implants may be either left in place or removed, the final decision on implant removal is up to the surgeon.

- 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 stresses 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 the service life of
the implant. Contouring or bending of rods is recommended only if necessary according to the surgical technique of each system. Rods
should only be contoured with the proper contouring instruments. Incorrectly contoured rods, or rods which have been repeatedly or
excessively contoured must not be implanted. The surgeon is to be thoroughly familiar with the surgical procedure, instruments and

implant characteristics prior to performing surgery.

- The surgeon must discuss all physical and psychological limitations inherent to the use of the device with the patient. This includes the
rehabilitation regimen, physical therapy, and wearing an appropriate orthosis as prescribed by the physician. Particular discussion should be
directed to the issues of premature weight bearing, activity levels, and the necessity for periodic medical follow-up.

-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 activity 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, or muscle
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 degenerative disease, the progression of degenerative disease may be so advanced at the time of implantation that it may
substantially decrease the expected useful life of the appliance. In such cases, orthopaedic devices may be considered only as a delaying
technique or to provide temporary relief.

F.ADVERSE EFFECTS

In any surgical procedure, the potential for complications exists. The risks and complications with these implants include:
1- Infection or painful, swollen or inflamed implant site Fracture of the implant

2- Fracture,Loosening or dislocation of the implant requiring revision surgery

3- Allergic reaction(s) to implant material(s)

4- Migration of particle wear debris possibly resulting in a bodily response

5- Embolis

G.HANDLING AND STERILIZATION

This product is for single use only. 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.

The Implants provided non-sterile must be sterilized by a hospital validated steam autoclaving process in appropriate protective
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.

The following process parameters are validated by Tipsan 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 5 minutes

These recommendations have been developed and validated using specific equipment. Due to variations in environment and
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equipment, it must be demonstrated that these recommendations produce sterility in your environment.

H.STORAGE CONDITIONS
All implants must be stored in a clean, dry environment and be protected from sunlight and extremes in temperature.

I.MAGNATIC RESONANCE IMAGING (MRI) SAFETY

There are inherent risks associated with the use of metallic implants in the MR environment; including component migration, heat induction,
and signal interference or distortion near the component(s). Heat induction of metallic implants is a risk related to component geometry and
material, as well as the MR power, duration, and pulse sequence. Since MR equipment is not standardized, the severity and likelihood of
occurrence are unknown for these implants.

Tipsan implants have not been evaluated for safety and compatibility in the MR environment. Tipsan implants have not been tested for
heating or migration in the MR environment. Since these devices have not been tested, Tipsan cannot make a recommendation for the use of
MRIs with these implants, neither for safety considerations nor imaging accuracy.

These components are passive metallic devices, and as with all passive devices, there is potential for reciprocal interference with certain
imaging modalities; including image distortion for MR and X-ray scatter in CT.

J.SUBSTANCES CONTAINED BY THE DEVICE

the devices do not contain or incorporate:

— a medicinal substance, including a human blood or plasma derivative, or

— tissues or cells, or their derivatives, of human origin, or

— tissues or cells of animal origin, or their derivatives, as referred to in Regulation (EU) No 722/2012; or

— substances which are carcinogenic, mutagenic or toxic to reproduction listed in Annex |, Chapter II, Section 10.4 of MDR 2017/745 .

K.REMOVAL AND DISPOSAL
Should a implant removal be necessary, the appropriate instrument should be used. Removed implants should be handled as bio-hazard products and
be discarded in accordance with all local and national regulations for infection prevention and control.

L.IMPLANT CARD
A physical implant card is delivered with Device, Health facilities / Hospitals should fill in this implant card and give it to Patients.

M.REPORTING OF SERIOUS INCIDENTS

Surgeons/Health Facilities must report any serious incident that has occurred in relation to the device to the manufacturer and the competent
authority of the Member State in which the serious incident has occurred;

N. OTHER INFORMATION
Access to “Summary of safety and clinical performance Report” :

Tipsan has drawn up a “Summary of Safety and Clinical Performance” report in compliance with Article 32 of 2017/745 Medical Device
Regulation. The Summary of Safety and Clinical Performance (SSCP) can be accessed on the Eudamed public website
(https://ec.europa.eu/tools/eudamed ) or can be requested directly from Tipsan
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K - CIKARMA VE BERTARAF

L-IMPLANT KART

M- CiDDi OLUMSUZ OLAYLARIN RAPORLANMASI
N- DIGER BiLGILER

A.TANIMLAR
Ambalaj etiketinde semboller ve kisaltmalar kullanilabilir. Bu sembollerin ve kisaltmalarin tanimlari asagidaki tabloda yer almaktadir.

Tablo 1. Sembollerin ve Kisaltmalarin Tanimlari

Sembol Tanim Sembol Tanim
LOT Lot numarasi Uretim tarihi
REF Katalog numarasi Uretici

Tekrar kullanmayin Tekil Uriin Tanimlayici Numarasi

Dikkat, birlikte gelen belgelere bakin

Kullanim talimatlarina bakin g

Tibbi Cihaz

Steril Edilmemis

= > &

B.TANIM:

Tipsan Spinal Pedikiiler Vida Sistemi dahili spinal sabitleme sistemidir, Pedikil Vidalari, vertebral gubuklar, konektorler, Kancalar, Oksipital Plaka gibi

cesitli bilesenlerden olusur. Farkh Greticilerin  Griinlerini TIPSAN’nin Granleri ile kullanilmasi uygun degildir. implant edilebilir Grlnler sadece tek
kullanimhktir.

Tipsan Spinal Pedikil Vida Sistemi asagidaki cihazlari igerir:

-Torasik-Lomber Spinal Pedikiil Vida Sabitleme Sistemi
-Servikal Spinal Pedikul Vida Sabitleme Sistemi

Malzemeler :

implantlar , tamami ASTM veya ISO standartlari veya dahili standartlarla uyumlu olan titanyum alasimi materyallerden iretilir.
Bilesen malzemesi paket etiket tGizerinde verilmektedir.

Table-2 : Komponent Liste & Malzemeler & Uygulama Metodu

Komponent

Tum Bilesenler (Pedikil Vidalari,
Rod’lar, Konnektorler, Kancalar,
Oksipital Plaka)

Malzemeler
ISO 5832-3 Titanyum Alagimi,

Bu cihazlarin implantasyonu, hastalari asagidaki malzemelere maruz birakacaktir.

Materyal Materyal igindeki % Komposizyon
Aciklamasi Elementler
Titanyum Aliminyum 5,5t06,75
A|a§|rr:1;/T|-6Al- Vanadyum 3,5t04,5
(150 5832-3) Demir 0,3 maks.
Oksijen 0,2 maks.
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Karbon 0,08 maks.
Nitrojen 0,05 maks.
Hidrojen 0,015 maks.
Titanyum Kalan

C.KULLANIM AMACI & ENDIKASYONLAR

Kullanim Amaci:

-Torasik-Lomber Spinal Pedikiil Vidasi Fiksasyon Sisteminin amaci, iskeleti olgun hastalarda Torasik, Lomber Vertebra ve Sakrum'da flizyona yardimci
olarak spinal segmentlerin immobilizasyonunu ve stabilizasyonunu saglamaktir.

-Servikal Spinal Pedikiil Vidasi Fiksasyon Sisteminin amaci, iskeleti olgun hastalarda Servikal’de filizyona yardimci olarak spinal segmentlerin
immobilizasyonunu ve stabilizasyonunu saglamaktir.

Endikasyonlar:

Spinal Pedikiil Vida Sabitleme Sistemi asagidakiler icin endikedir:
1) Dejeneratif disk hastaligi (DDD)

2) Spondilolistezis;

3) Travma ( yani kirik veya ¢ikik );

Amaglanan Klinik Performans:
Cihazin amaglanan klinik performansi:

e Agri azaltma;
e omurga stabilizasyonu ve flizyonu

Ancak, bu performanslar ilgili cihazdan bagimsiz olarak birkag parametreye baglidir:
- Hasta (kilo, aktivite seviyesi, beklentiler, yas vb.);

- Hastanin kemik kalitesi

- Implantasyon kalitesi.

Amaglanan Hasta Popiilasyonlari:
Cihazlar, iskelet olarak olgun hastalar igin tasarlanmistir. Cinsiyet konusunda herhangi bir sinirlama yoktur

Hedef Kullanici :
Cihaz; sadece Saglik profesyonelleri- Ortopedi / Omurga Cerrah tarafindan kullaniimak tizere tasarlanmistir..

D.KONTRENDIKASYONLAR

Kontrendikasyonlar relatif veya mutlak olabilir. belirli bir cihaz se¢imi, hastanin genel degerlendirmesine karsilik dikkatlice yapilmahdir. Asagida
listelenen sartlar basaril bir sonug sansini azaltabilir:

1.  Normal kemik yenilenmesi prosesini etkileyen 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
timorler.

2. saglam cihaz sabitlemesini etkileyecek Yetersiz kemik stogu veya yetersiz kemik kalitesi

3. Enfeksiyon oykusu

4.  Asin yerel inflamasyon.

5. Acik Yaralar

6. iyilesme déneminde cihazda gilivensiz bir yiik seviyesi yerlestirir herhangi néromiskdler agigi.

7. Obezite. Asiri kilolu veya obez hasta cihazin veya cihazin kendisinin basarisizligi fiksasyon yetmezligine yol agabilir spinal sistem tizerinde yik
Uretebilir. Obezite W.H.O .standartlarina gére tanimlanir.

8.  operatif sitenin yetersiz doku kapsama sahip hastalar.

9.  Yashlk, ruhsal hastalik, ya da madde koétiiye bir durum. digerlerinin yani sira, Bu kosullar, basarisizlik veya baska komplikasyonlara yol agan hasta

implant kullaniminda gerekli olan kisitlamalar ve dnlemleri ihmal etmesine neden olabilir.

10. Yabanci cisim hassasiyeti. Malzemeye karsi hassasiyet beklendigi durumlarda , malzeme se¢imi veya implantasyon dncesi uygun testler
yapilmahdir.

11. tumérler, konjenital anomaliler gibi Spinal implant cerrahisinin potansiyel yarara engel olacak diger tibbi ya da cerrahi durum

12. Bu kontrendikasyonlar goreceli veya kesin olabilir ve bunlar hekim tarafindan karar verilirken dikkate alinmahdir.

E.GENEL UYARILAR & ONLEMLER

- sistemlerin kullanimi gerekli 6zel egitim gecirmis olan ancak deneyimli spinal cerrahlar tarafindan yapilmahdir ¢linkii Pedikil vida implantasyonu,
hastaya ciddi yaralanma riski tasiyan bir teknik olarak zor bir islemdir,

-Uretici, yanhs endikasyonlar veya yanlis cerrahi teknik, uygun olmayan implant veya malzeme secimi , cerrahi aletlerin veya malzemelerin hatali
taginmasi kullanilmasi nedeniyle ortaya ¢ikabilecek komplikasyonlardan sorumlu degildir.

- implantin dogru segilmesi ve boyutunun dogru belirlenmesi son derece &nemlidir. Uygun biyiikliik, sekil ve tasarima sahip implantin segilmesi, basari

oranini artiracaktir. implantlar, dikkatli yerlestirme ve yeterli kemik destegi gerektirir.

-implantlar kullanan her cerrah, her hastanin klinik ve tibbi durumunu degerlendirmek ve implant prosedirinin tiim unsurlari ile ortaya cikabilecek
olasi komplikasyonlar hakkinda bilgi sahibi olmakla sorumludur. Implant cerrahisinden elde edilen faydalar hastanin beklentilerini karsilamaz veya
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zamanla azalirsa, implanti degistirmek veya alternatif prosediirler uygulamak lizere revizyon cerrahisi gerekli olabilir. implantlarda revizyon cerrahileri
yaygindir. Hastanin ruhsal durumu da g6z 6niine alinmaldir. Ameliyat sonrasi talimatlari uygulama istegi ve/ veya kabiliyeti de cerrahi sonucu
etkileyebilir. Cerrahlar, hastalarda en iyi sonuca ulasmak igin pek ¢ok unsuru dengelemek zorundadir.

- implantlar gegici dahili sabitleme cihazlaridir. Kemik kaynamasi sonrasi bu cihazlar higbir islevsel amaca hizmet etmez ve gikarilabilir. iyilesme siiresi
4 ila 12 ay arasinda sirebilir. Cihazlarin tahmini fonksiyonel 6mri yaklasik 4 ila 12 aydir. Kemik kaynamasi sonrasindan sonra implantlar yerinde
birakilabilir veya gikarilabilir, implantin gikarilmasiyla ilgili son karar cerraha aittir.

-her bir hasta igin Uygun sekil, boyut ve tasarimdaki implant seg¢imi cerrahi basariicin gok 6nemlidir. Cerrah her hastaya goére farklilik gésteren
bu segcimden sorumludur. Asiri kilolu hastalar, implantin kirllmasina /deforme olmasina veya metal yorgunlugunu hizlandiracak Cihaz
izerindeki ilave basing ve gerilmelerden sorumludur. Kemik yapisinin boyut ve sekli, implant &lgiisiini, seklini ve tipini belirler. implantlar
implante edildikleri andan itibaren baski ve yike maruz kalirlar. implantlar Gzerine bu tekrarlanan stressler, cerrah tarafindan implant
secimi, implantasyon ve ameliyat sonrasi takip periyodu sirasinda dikkate alinmalidir. implantlar Gizerine gerilmeler ve yikler, implant’da
metal yorgunluguna, deformasyona ve kirilmaya neden olabilir. Bu da daha fazla yan etkilere neden olabilir veya cihazinin erken gikarilmasini
gerektirebilir.

-implantin yanlis secimi, yerlestirilmesi, konumlandiriimasi ve fiksasyonu implantin émriinii azaltan olagandisi stres kosullarina yol agabilir.
cerrahi teknige goére Rodlarin egilmesi sadece gerektiginde tavsiye edilmektedir. Rod’lar sadece uygun Sekillendirici aletlerle sekil verilmelidir.
Yanlis sekil verilmis rod’lar veya defalarga sekil verilmis rod’lar implante edilmemelidir. Cerrah cerrahi proseddr, aletler ve cerrahi
gerceklestirmeden 6nce implantlar 6zelliklerine asina olmaldir.

-Cerrah; hasta ile cihazin kullanimi igin gegerli tim fiziksel ve psikolojik sinirlamalari gérismelidir. Bu hekim tarafindan belirlenen
rehabilitasyon rejimi, fizik tedavi ve uygun ortez giymeyi igerir. gériisme; erken agirlik tasiyan, aktivite diizeyleri ve periyodik tibbi izlem
gerekliligi konularina yonelik olmalidir. Cerrah, cerrahi riskler hakkinda hastayi uyarmak ve olasi yan etkilerinden haberdar etmelidir.
Cerrah hastaya cihazin normal kalitedeki kemigin dayanikligina, esnekligine ve direncine sahip olmadigini, travma veya yorucu aktivite
sonucu olarak implantlarin kirilabilecegini veya deforme olabilecegi ve implanti ilerde yenisi ile degistiriimesi gerekebilecegi konusunda
uyarmaldir. Hasta implant Gzerine asiri stres uygulayan bir meslek veya faaliyetle ugrasiyorsa (6rnegin, asiri yirime, kosma, kaldirma veya kas
gerilme), Cerrah ortaya ¢ikan giglerin cihazinin bozulmasina neden olabilecegi hastaya bildirmelidir. Sigara icen hastalar kemik kaynama
uzun stren hastalar olarak goriilmektedir. Cerrahlar bu gergegin hastalarda bildirmeleri olasi sonuglari hakkinda uyarmalidir . dejeneratif
hastaligi olan hastalikli hastalarda, implantasyon sirasinda dejeneratif hastalik biylk 6lgtide cihazin beklenen faydali 6mrini azaltabilecek
kadar ilerlemis olabilir. Bu gibi durumlarda, ortopedik cihazlar, sadece bir erteleme teknigi olarak veya gecici rahatlama saglamak igin
dustndlebilir.

F.ADVERS ETKILERI

Her cerrahi prosedirde komplikasyon olasiligi vardir. Bu implantlara iliskin riskler ve komplikasyonlar sunlari igerir:
1- Enfeksiyon veya agrili, sis veya kizarik implant bolgesi

2- implantin revizyon cerrahisi gerektirecek sekilde Kirlmasi, gevsemesi veya yerinden ¢ikmasi

3- implant malzemesine/malzemelerine karsi alerjik reaksiyon(lar)

4- Pargacik aginma kalintilarinin yer degistirmesi ve bir viicut tepkisine yol agmasi

5- Emboli

G.TASIMA VE STERILIZASYON

Bu driun tek kullanimhktir. Bu cihazlarin tekrar kullanilmasi hastanin ciddi sekilde zarar gérmesiyle sonuglanabilir. Bu cihazlarin tekrar
kullanilmasina iliskin tehlikeler arasinda cihaz performansinda 6nemli 6lgiide bozulma, ¢apraz enfeksiyon ve kontaminasyon bulunmakta
olup, bunlarla sinirli degildir.

Non-steril implantlar hastanenin valide edilmis buhar otoklav prosesinde steril edilmelidir. Steril edilmeden 6nce urinler, gerekli
ise hastanenin valide edilmis temizlik prosesine uygun olarak veya temizlik ekipmani Greticisinin kullanim kilavuzuna ve o6nerdigi
deterjani kullanarak drlnler temizlenmelidir.

Asagidaki paremetreler sterilizasyon igin Tipsan tarafindan valide edilmis ve dnerilen sterilizasyon parametreleridir.

Buharli Sterilizasyon
Doéngu Tarl Parametre Minimum Set Point
On vakum Uygulama Sicakhgi 273°F (134°Q)
134°C Uygulama Siresi 5 dakika
(273 °F)

Bu oneriler 6zell ekipman kullanilarak gelistirilmis ve dogrulanmistir. Ortam ve ekipmandaki farkhliklar nedeniyle, bu tavsiyelerin sizin
ortaminizda sterilite sagladigi gésterilmelidir.

H.SAKLAMA KOSULLARI
Tum implantlar temiz ve kuru bir ortamda saklanmali ve glines 15181 ve asiri sicakliklardan korunmalidir.

I.MANYETiK REZONANS GORUNTULEME (MRI) GUVENLIGI

MR ortaminda metalik implantlarin kullanilmasiyla iliskili tabiati geregi riskler mevcuttur; bunlar arasinda bilesen gdg¢mesi, isi indiiksiyonu ve
bilesen(ler) yakininda sinyal enterferansi ve distorsiyonu vardir. Metalik implantlarin i1si indlksiyonu bilesen geometrisi ve materyaline ve ayrica MR
glcu, slresi ve puls dizisine  bagh bir risktir. MR ekipmani standardize olmadigindan bu implantlar igin olusma olasiligi ve siddeti bilinmemektedir.
Tipsan implantlari, MR ortaminda giivenlik ve uyumluluk agisindan degerlendirilmemistir. Tipsan implantlari MR ortaminda isinma veya gé¢me igin
test edilmemistir. Bu cihazlar test edilmediginden Tipsan bu implantlarla MR kullaniimasi agisindan ne guvenlik meseleleri bakimindan ne de
gorintileme dogrulugu bakimindan bir 6neride bulunamaz.

Bu bilesenler pasif metalik cihazlardir ve tim pasif cihazlarla oldugu gibi bazi goriintileme modaliteleriyle resiprokal enterferans olasiligi vardir; bunlar
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arasinda MR igin goriintl distorsiyonu ve BT igin X isini sagilmasi vardir.

J.CIHAZIN iCERDIGi MADDELER

Cihazlar;

— insan kani veya plazma tiirevi dahil olmak tzere, bir tibbi maddeyi veya

— insan kaynakl dokular veya hiicreler ya da onlarin tlrevlerini veya

— (AB) 722/2012 sayili Tizuk’te belirtildigi sekilde, hayvan kaynakl dokular veya hiicreler ya da onlarin tiirevlerini;
—MDR 2017/745, Ek |, Bolum II, Bolim 10.4’de listelenen kanserojen, mutajenik veya ireme igin toksik olan maddeler
icermez veya ihtiva etmez

K.CIKARMA VE BERTARAF
Implantin gikariimasi gerekliyse, uygun enstriiman kullaniimalidir. Cikarilan implantlar, biyo-tehlikeli Griinler olarak degerlendirilmeli ve enfeksiyon
onleme ve kontrolii igin yerel ve ulusal diizenlemelere uygun olarak imha edilmelidir.

L.IMPLANT KART
Cihaz ile birlikte bir fiziksel implant karti verilir, Saglik Kuruluslari/ Hastaneler bu implant kartini doldurmali ve Hastalara vermelidir

M.CiDDi OLUMSUZ OLAYLARIN RAPORLANMASI

Cerrahlar / saghk Kuruluslari, cihazla ilgili olarak meydana gelen ciddi bir olayi, Tipsan’a ve Olumsuz olayin yasandigi ulkenin yetkili otoritesine
bildirmelidir;

N. DIiGER BILGILER
“Guvenlik ve klinik performans 6zeti” Raporuna erisim:
Tipsan, 2017/745 Tibbi Cihaz Regiilasyon’nun 32. Maddesi uyarinca “Giivenlik ve Klinik Performans Ozeti” raporu hazirlamistir.

Givenlik ve Klinik Performans Ozet (SSCP) raporu, Eudamed genel web sitesinden (https://ec.europa.eu/tools/eudamed) erisilebilir veya
dogrudan Tipsan'dan talep edilebilir.

10/10



