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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 code Manufacturer
REF Catalog number Unique Device Identifier Number
Caution, consult accompanying documents Medical Device

MD

[E Consult operating instructions E Non-sterile

Date of manufacture

B.DESCRIPTION:

The Surgical instruments Supplied by Tipsan are reusable orthopaedic surgical instruments designed solely for use in fitting of Tipsan
orthopaedic implants.

This instruction manual pertains to all hip, knee, bone fixation, and extremity reusable medical devices manufactured and distributed by Tipsan

Surgical instruments are supplied non-sterile and must be cleaned and sterilized before use. After use, these instruments must be, properly
decontaminated, cleaned, and stored. The following information outlines the proper steps for reprocessing Tipsan surgical instruments to help
assure their long life. The Surgical instruments including drills are not intended to be connected to an active device.

These instructions are recommended for the care, cleaning, maintenance and sterilization of reusable Tipsan Orthopaedic surgical instruments.
This document is intended to assist health care personnel in safe handling practices, effective reprocessing and maintenance of Tipsan reusable
devices. It provides information complementary to the instructions for use in fulfilment of EN ISO 17664, 1ISO 16061 and the Regulation (EU)
2017/745 of the European Parliament and of the Council, Annex 1, section 23.4(n).

Materials:

The Surgical Instruments are manufactured from a variety of materials which include Stainless Steel, titanium alloy, Aluminium and plastic
materials all of which conform to ASTM or ISO standards, or internal standards.

C.INTENDED PURPOSE & INDICATIONS
Intended Purpose:

Tipsan Surgical Instruments are designed to use to help surgeon to place orthopaedic implants to adult patient properly and facilitate bone
preparation.

Indications:
the Surgical Instruments are indicated for use in orthopaedic Knee, Hip replacement and Bone Fixation implant surgery.

Intended Clinical Performance:
Intended Clinical performance of device is:
e place implants to patient properly.

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

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

D.CONTRAINDICATIONS
The Instruments should not be used for anything other than their intended use

E.GENERAL PRECAUTIONS &WARNINGS

1- Under no circumstances may Tipsan Instruments be used to fit components from other manufacturers, if Tipsan instruments are used in such
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cases the company shall not be liable for the operation of the resulting unit. Likewise, Tipsan implants may only be implanted with the
appropriate instruments supplied by Tipsan. Tipsan shall not be liable for implants implanted using other manufacturer’s instruments

As a result of mechanical features required, most of the instruments are made of non implantable material. In the event an instrument breaks, no
fragment must remain in the patient as this could cause post-operative complications such as allergies, infections, or complications of a biological
nature associated with the release of metal components, possibly requiring further intervention

The life of the instruments depends on the number of times they are used as well as the precautions taken in handling, cleaning and storage.
Great care must be taken of the instruments to ensure that they remain in good working order

instruments should be examined for wear or damage by Surgeon and staff in operating centers prior surgery, the examination shall include a
visual and functional inspection of the working surfaces, articulation points, and springs. It should also include verifying all welded connections,
that all components are present, and cleanliness of the orifices and cavities, as well as the absence on any cracks, distortion, impact, corrosion
other change

Any complications or other effects that may occur for reasons such as incorrect indication or surgical technique, unsuitable choice of material or
treatment, inappropriate use or handling of the instruments etc., fall under the responsibility of the operating surgeon and can not be blamed on
the manufacturer

The Manufacturer does not accept liability in the case of non-compliance with the requirement of this user instruction.

Instruments that are contaminated, unsterile or damaged or that have been improperly handled or instruments or their components that have
been altered without authorization must not be used under any circumstances.

If instruments are subjected to excessive loading, are damaged or are handled improperly, they may fracture, corrode, oxidize, become loose and
show excessive wear or their functionality may be impaired.

Instruments may sometimes have sharp edges or pointed tips. Consequently, if plastic gloves are used there is a danger that these may become
damaged. Therefore please pay attention to the risk of infection.

F.ADVERSE EFFECTS
In any surgical procedure, the potential for complications exists. The risks and complications with these surgical instruments include:

Infection, if the instruments are not properly cleaned and sterilized
Breakage of instruments

Cutting the gloves or skin of the surgical staff

Crack, fracture of the bone

G. LIMITATIONS AND RESCTRICTIONS OF REPROCESSING

Surgical instruments are designed for their durability and ability for reuse. Tipsan’s reusable instruments are typically manufactured from
stainless steel and polymers, which permits a long life when handled and maintained properly. Repeated processing has minimal effect
on these instruments. End of functional life is normally determined by wear and damage due to use. Tipsan does not define a maximum
number of reuse/reprocessing cycles for the reusable instruments, The life span of these instruments depends on how they are cared for
during use, cleaning and handling

Broken/damaged instruments should be discarded in accordance with all local and national regulations for infection prevention and control.

H. CLEANING

The Cleaning Processes (automatic ) presented in this instruction have been validated. Other methods of cleaning may be suitable
but must be validated by the user of the device. The manual method is effective for all devices may be used when an automated option
is not available

Note: To ensure proper processing, please follow appropriate healthcare facility standards.

Initial Clean instruments as soon as possible after use. Do not allow blood or debris to dry on the instruments. If cleaning
treatment at must be delayed, place groups of instruments in a covered container with cold water or an appropriate detergent
point of use or Alkaline solution to delay drying. Clean all instruments whether or not they were used or inadvertently contacted

with blood or saline solution.

Warnings e When handling sharp instruments use extreme caution to avoid injury: consult with an infection control

practitioner to develop and verify safety procedures appropriate for all levels of direct instrument contact.

e Instruments must not come into contact with substances containing chlorine or fluorine. Instruments that are
made wholly of plastic must not come into contact with strong acids or organic or ammonia-containing solvents,
aromatic and/or halogen hydrocarbons or oxidising chemicals. Aluminium and materials containing aluminium must
never come into contact with substances containing mercury. Even the smallest traces mercury can lead to
considerable corrosion. Instruments made from materials containing aluminium must be wiped and cleaned with,
or placed in detergents and disinfections that have a pH value between 4.5 and 8.5. with higher or lower pH values
the protective neutral coating of materials containing aluminium dissolves, which leads to corrosion. Detergents
containing caustic may cause the surface corrosions and discoloration on anodized aluminium Instrument set
therefore Detergent containing caustic should not be used during cleaning process for those parts.

Preparation for eThe cleaning process must be conducted so that all parts of the surgical instrument are exposed as permitted by
Cleaning instrument design. The cleaning process should include an individual properly gowned with appropriate glove and

personal protective equipment.
e This may require opening all hinged items or the disassembly of those items with multiple or removable parts.

e Those items with mating surfaces, i.e. ratchets, hinges, serrations, lumens, blind holes, etc. must be carefully
cleaned to remove all visible debris from the items.

e Additional assembly/disassembly instructions may be found in the product specific surgical technique.
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Required Equipment:
Automated Automatic Washer machine: an Automatic washer machine with approved efficacy should be used ( CE mark and
Cleaning validated according to ISO 15883), properly installed, qualified and regularly subjected to maintenance and testing

Cleaning Accessories: Brushes and/or Pipe Cleaners, Syringes, Gloves, Absorbent Disposable Cloth

Note:use Cleaning detergent intended for use in automated cleaning, Do not exceed the concentration and
temperature recommended by the detergent manufacturer

Manual Precleaning is not required if the device does not have dried-on visible debris. If the device does have dried on visible
debris, follow the manual cleaning steps prior to placing in the device in the automatic washer for cleaning.

1. Separate any mated instruments before cleaning. For any instruments with moving pieces, move the pieces throughout their
range of motion during cleaning to clean moving pieces in all positions.

2. Rinse with cold tap water (< 45°C) to remove visible contamination. While rinsing, scrub thoroughly with a soft brush and/or
pipe cleaner and repeatedly flush lumens and blind holes with a syringe.

3. Transfer to washer for processing. See table below for cycle parameters

Washer Parameters

Phase Recirculation Time Temperature Detergent/Water Type
(Minutes)
Pre-washing 2 30°C Deionized water
Cleaning 7 55°C alkaline-based
Detergent, (Dosage:120
ml/l)
For Example:
METALCLEAN ; Ecolab
Ltd.
- Deionized Water
Rinsing 1 55°C Deionized Water
Final Rinsing 5 55°C Deionized Water
Disinfection 5 90°C Deionized Water
Drying 25 80°C N/A

4. Visually inspect for cleanliness. All visible surfaces, internal and external, should be visually inspected. If necessary, re-
clean until it is visibly clean.

Note: The process above is validated; however, variations in process parameters or equipment may compromise the sterility
assurance level.

1. INSPECTION, MAITENANCE AND TESTING

Surgical instruments and instrument cases are susceptible to damage from prolonged use, and through misuse or rough handling. Care
must be taken to avoid compromising their exacting performance. To minimize damage, the following should be done:

e Inspect the instrument case and instruments for damage when received and after each use and cleaning. Incompletely cleaned
instruments should be re-cleaned, and those that need repair should be returned to Tipsan.

e After cleaning, the disassembled instruments should be reassembled and placed in their proper locations in the instrument cases where
Appropriate, Locking mechanisms should fasten securely.
e Only use an instrument for its intended purpose.

e For devices with hinged or moving components; a biocompatible, surgical-grade lubricant intended for heat sterilized medical
instruments should be used.

Tipsan does not accept responsibility or liability of this instrument nor any of the component parts upon which repairs and/or
modifications have been made or attempted except as performed by Tipsan

The surgical instruments are not subjected to periodic maintenance and calibration process.

K. PACKAGING

Tipsan instrument cases are intended to protect instrumentation during shipping. Health care personnel bear the ultimate responsibility
for ensuring that any packaging method or material, including a reusable rigid container system, is suitable for use in sterilization
processing and sterility maintenance in a particular health care facility. Testing should be conducted in the health care facility to assure
that conditions essential to sterilization can be achieved. Tipsan does not accept responsibility or liability arising from a lack of cleanliness
or sterility of any medical devices supplied by Tipsan that should have been cleaned and sterilized by the end user.

L. STERILIZATION

Tipsan instruments manufactured of stainless steel may be steam sterilized with no detrimental effects. plastics can be steam sterilized.
All items to be sterilized must be thoroughly cleaned and packaged appropriately for the type of sterilization. The package must permit
contact of the sterilant with the item, while also serving as a barrier to microorganisms, during any storage period. Users should wear
non-linting gloves, i.e. Latex or Nitrile, when handling reusable instruments, to minimize bioburden and particulates. Inspect the product
packaging for tears, holes, moisture or other defects. If these concerns are present, segregate these items and reprocess them.

The following process parameters are validated by Tipsan and recommended for sterilization.
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1-Double wrap the component in a non-woven medical grade wrapping material.
2- Autoclave according to the following parameters

Steam Sterilization
Cycle Type Parameter Minimum Set Point
Prevacuum Exposure Temperature 273°F (134°C)
273°F (134°C) Exposure Time 5 minutes

3-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.

M. STORAGE
All instruments must be stored in a clean, dry environment

N.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

O.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;
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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 Uretici
REF Katalog numarasi Tekil Uriin Tanimlayici Numarasi

Dikkat, birlikte gelen belgelere bakin Tibbi Cihaz

MD

Kullanim talimatlarina bakin g Steril Edilmemis

Uretim tarihi

== B

B.TANIM:

Tipsan tarafindan saglanan cerrahi aletler, sadece Tipsan implantlarinin uygulanmasi igin kullaniimak tzere tasarlanmis tekrar kullanilabilir
ortopedik cerrahi el aletlerdir.

Bu kullanim kilavuzu, Tipsan tarafindan tretilen ve dagitilan, kalga, diz, Kemik sabitleme ve ekstremiteye yonelik tim tekrar kullanilabilir Cerrahi aletler
icindir.

Cerrahi aletler non-steril sekilde saglanir ve kullaniimadan 6nce temizlenmeli ve sterilize edilmelidir. Kullanimdan sonra bu aletler uygun sekilde
dekontamine edilmeli, temizlenmeli ve saklanmalidir. Asagidaki bilgiler, Tipsan cerrahi aletlerinin uzun 6marli olmalarini saglamak Uzere tekrar
islenmelerine yonelik uygun adimlari agiklamaktadir. Matkaplar dahil Cerrahi aletlerin aktif bir cihaza baglanmasi amaglanmamistir.

Bu talimatlar, yeniden kullanilabilir Tipsan ortopedik cerrahi el aletlerinin bakimi, temizligi ve sterilizasyonu igin tavsiye edilmektedir. Bu dokiimanla
saglik hizmeti personeline Tipsan’nun tekrar kullanilabilir araglarinin givenli kullanim uygulamalarinda, etkili bir sekilde tekrar kullanima hazirlanmasinda
ve bakiminda yardimci olmak amaglanmaktadir . bu dokiiman, EN 1SO 17664, ISO 16061 ve Avrupa Parlamentosu ve Konseyi'nin (AB) 2017/745
Yonetmeligi, Ek 1, bolim 23.4(n)'nin gerekliliklerin yerine getirilmesi igin gerekli bilgiler saglar.

Malzemeler :
El Aletleri , tamami ASTM veya ISO standartlar veya dahili standartlarla uyumlu olan Paslanmaz Celik, titanyum alagimi, Aliminyum Plastik
materyallerden dretilir.

C.KULLANIM AMACI & ENDIKASYONLAR

Kullanim Amaci:
Tipsan Cerrahi Aletler, cerrahin yetiskin hastaya ortopedik implantlari diizgiin bir sekilde yerlestirmesine yardimci olmak ve kemik
hazirhgini kolaylagtirmak igin tasarlanmistir.

Endikasyonlar:
Cerrahi Aletler ortopedik Diz, Kalga replasmani ve kemik sabitleme implant ameliyatlarinda kullanim igin endikedir.

Amaglanan Klinik Performans:
Cihazin amaglanan klinik performansi:

e implantlarin hastaya uygun bir sekilde yerlestirilmesi
Amaglanan Hasta Popiilasyonlari:
Cihazlar, Eriskin Hastalarda igin tasarlanmistir. Cinsiyet konusunda herhangi bir sinirlama yoktur

Hedef Kullanicr :
Cihaz; sadece Saglik profesyonelleri- Ortopedi Cerrah tarafindan kullanilmak tzere tasarlanmistir.

D.KONTRENDiIKASYONLAR
Aletler, kullanim amaglari disinda herhangi bir amagla kullanilmamalidir.

E.GENEL UYARILAR & ONLEMLER

1- Tipsan El aletleri asla baska reticilerin bilesenlerini uygulamak igin kullanilmamalidir. Tipsan aletleri bu gibi durumlarda kullanilirsa sirket olusan
Unitenin galismasindan sorumlu olmayacaktir. Benzer sekilde, Tipsan implantlari sadece Tipsan tarafindan saglanan uygun el aletlerle implante
edilebilir. Tipsan baska Ureticilerin aletleri kullanilarak implante edilen implantlardan sorumlu degildir
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2- Gerekli mekanik 6zellikler nedeniyle, aletlerin ¢ogu implante edilemeyen materyallerden yapilmistir. Bir alet kirlldiginda hasta icinde parga
kalmamalidir, aksi halde metal bilesenlerin salinmasiyla iliskili alerjiler ve enfeksiyonlar gibi postoperatif komplikasyonlara veya biyolojik tabiath
komplikasyonlara yol agilabilir ve bu da ek girisim gerektirebilir.

3-  Aletin 6mri kullanildigi saylya ve kullanim, temizleme ve saklama sirasinda alinan 6nlemlere baglidir. Aletlerin iyi ¢alisir durumda kalmalarini
saglamak igin cok iyi bakilmalari gerekir.

4-  Aletler cerrahi 6ncesinde ameliyathanede doktorlar ve personel tarafindan asinma ve hasar agisindan incelenmelidir. Bu inceleme sirasinda galisma
yuzeylerinin, eklem noktalarinin ve yaylarin gérsel ve fonksiyonel bir incelemesi yapilmalidir. Ayrica tim kaynakli baglantilar kontrol edilmeli, tim
bilesenlerin mevcut oldugundan emin olunmali ve herhangi bir ¢atlak, sekil bozuklugu, carpma etkisi, korozyon veya baska degisiklik yoklugu disinda
acikhklar ve bosluklarin temizligi kontrol edilmelidir.

5-  Yanhs tani ve ya cerrahi teknik, uygun olmayan materyalin ya da tedavinin se¢imi, uygun olmayan cihazin kullanimi vb. sebebiyle olusan
komplikasyon ya da yan etkiler cerrahin sorumlulugu altinda olup Uretici sorumlu tutulamaz.

6-  Uretici, kullanici talimatinin gerekliliklerine uyulmamasi durumunda sorumluluk kabul etmez.

7- Kontamine, steril olmayan ya da hasar almis ya da uygun olmayan bir sekilde kullaniimis olan cihazlar ya da yetkili olmaksizin degistirilmis cihazlar
ya da Komponentler, higbir kosul altinda kullanilmamalidir.

8- Cihazlar, asin ylklemeye maruz kalmalari, hasar almalari ya da uygun olmayan bir sekilde kullaniimalari durumunda, kirilabilir, oksitlenebilir,
gevseyebilir ve asiri yipranabilir ya da fonksiyonlarini yitirebilir.

9- Cihazlarda, bazi keskin koseler ya da noktasal uglar bulunabilir. Sonug olarak, plastik eldiven kullaniimasi durumunda eldiven hasar gérme riski
vardir. Bu nedenle enfeksiyon riskine karsi dikkatli olunuz.

F.ADVERS ETKILERI

Her cerrahi prosedirde komplikasyon olasiligi vardir. Bu cerrahi aletlerine iliskin riskler ve komplikasyonlar sunlari igerir:
1-  Aletler uygun sekilde temizlenmez ve sterilize edilmezse enfeksiyon

2-  Aletlerin kirilmasi

3-  Cerrahi personelin eldivenlerinin veya cildinin kesilmesi.

4-  Kemikte gatlak, kirik

G. TEKRAR iSLEME SINIRLAMARI VE KISITLAMALARI

Cerrahi aletler, dayanikli olacak ve tekrar kullanima imkan saglayacak sekilde tasarlanmistir. Tipsan’nun tekrar kullanilabilir aletleri
genellikle uygun bicimde kullanildiginda ve bakimi yapildiginda uzun kullanim 6mri saglayan, paslanmaz celikten ve polimer
malzemelerden imal edilir. Tekrar isleme, bu aletler Gzerinde minimal etkiye sahiptir. Islevsel kullanim émriniin sona ermesi genellikle
kullanimdan kaynaklanan asinma ve yipranma tarafindan belirlenir. Tipsan, yeniden kullanilabilir enstrimanlar igcin maksimum sayida
yeniden kullanim/yeniden isleme dénglisii tanimlamaz, Bu aletlerin kullanim émri, temizlik ve kullanim sirasinda nasil 6zen gosterildigine
baghdir.

kirik/hasarli aletler, enfeksiyon 6nleme ve kontroliine iliskin tim yerel ve ulusal diizenlemelere uygun olarak atilmalidir.

H. TEMIZLiK

Bu talimatta sunulan Temizleme islemleri (manuel ve otomatik) valide edilmistir. Diger temizleme yéntemleri uygun olabilir ancak cihazin
kullanicisi tarafindan valide edilmelidir , otomatik temizlik segeneginin uygulanmasi miamkin olmadiginda, manuel yontem kullanilabilir

Not: Dogru islem gergeklestirmek icin, litfen uygun saglik tesisi standartlarini takip edin.

Kullanim Aletleri kullanimdan sonra en kisa zamanda temizleyin. Kan veya artiklarin aletlerin Uzerinde kurumasina izin
Noktasindaki vermeyin. Temizligin geciktirilmesi gerekiyorsa, kurumayi geciktirmek tzere, aletleri soguk su veya uygun bir deterjan
lk Islem veya Alkalin sollisyon bulunan bir kapali konteyner igine yerlestirin. Kullanilmis ya da kan veya serum fizyolojik

solisyonu ile yanliglikla temas etmis olmalarina bakilmaksizin tim aletleri temizleyin.

Uyarilar e Keskin aletleri kullanirken yaralanmayi 6nlemek icin son derece dikkatli olun: her diizeydeki dogrudan alet temasina
yonelik glivenlik prosedurleri gelistirmek ve dogrulamak tzere bir enfeksiyon kontrol memuruna danisin.

e Cihazlar klorin ya da florin iceren maddeler ile temas etmemelidir. Tamamen plastikten yapilmis olan cihazlar glgli
asitler ya da organik ya da amonyak igceren ¢o6zeltiler, aromatik ve /ya da halojen hidrokarbon ya da oksitleyici
kimyasallar ile temas etmemelidir. Aliminyum ve aliminyum igceren materyaller, civa iceren maddeler ile kesinlikle
temas etmemelidir. En klglk bir civa dahi asinmaya sebep olabilir. Aliminyum iceren maddelerden yapilmis olan
cihazlar, 4.5 ile 8.5 arasinda bir pH degerine sahip dezenfeksiyonlar ve deterjanlar igerisine koyulmali ya da
temizlenmeli, silinmelidir. Daha yilksek veya disik pH degerli aliminyum iceren materyallerin koruyucu dogal
kaplamasinda asinmaya sebep olur. Kostik iceren deterjanlar Aliminyum eloksal kapli set’ler Gzerinde oksitlenmeye
veya renk solmasina neden olabilmektedir bu nedenle bu pargalarin temizlik prosesinde kostik iceren deterjanlar
kullanilmamalidir.

Temizlemeye ® Temizleme islemi, alet tasariminin izin verdigi 6lglide cerrahi aletin tim pargalarina uygulanacak sekilde yapilmalidir. Temizleme
Hazirlik islemi, uygun eldiven ve kisisel koruyucu ekipman giymis bir kisi tarafindan gergeklestirilmelidir.

* Temizleme sirasinda menteseli pargalarin agilmasi veya ¢oklu ya da gikarilabilir pargalarin sokilmesi gerekli olabilir.

e Mandallar, menteseler, testere disleri, kanallar, kor delikler gibi eslesen yiizeyleri olan maddeler goriiniirdeki biitiin kalintilarin
giderilmesi igin dikkatlice temizlenmelidir.

* {lave montaj/sékme talimatlari, Giriine 6zgii cerrahi teknikte bulunabilir.

Otomatik Gerekli Ekipman:
Temizleme Otomatik Yikama Makinesi: Etkinligi onaylanmis (CE isareti ve 1ISO 15883'e gore valide edilmis), uygun sekilde kurulmus, kalifiye ve
dizenli olarak bakim ve testlere tabi tutulmus bir otomatik yikama makinesi kullaniimalidir.

Temizleme Aksesuarlari: Firgalar ve/veya Tiip Temizleyicileri, Siringalar, Eldivenler, Emici Tek Kullanimlik Bez
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Not: Otomatik temizlemede kullaniimak lizere tasarlanmis temizleme deterjani kullanin, Deterjan Ureticisi tarafindan 6nerilen
konsantrasyonu ve sicakligl asmayin.

Cihazda kurumus gériiniir kalinti yoksa Manuel On Temizleme gerekli degildir. Cihaz gériiniir kalintilar izerinde kurumussa, cihazi
temizlemek icin otomatik yikayiciya yerlestirmeden énce manuel temizleme adimlarini izleyin.

1. Temizlemeden 6nce, montaji aletleri (demonte edin) Ayirin.

2. Gorunlr kontaminasyonu gidermek igin soguk suyla (< 45°C) durulayin. Durularken yumusak bir firga ve/veya tiip temizleyici ile
iyice ovun ve bir siringa yardimiyla kanallari ve kor delikleri tekrar tekrar yikayin.

3. Islem igin yikayiciya transfer edin. Déngii parametreleri icin asagidaki tabloya bakin.

Yikayici parametreleri

Safha islem Siiresi Sicakhk Deterjan /Su Tiirii
(Dakika)
On Yikama 2 30°C Deiyonize su
Yikama 7 55°C Alkalin Bazh Deterjan
(Dozaj:120 ml/l)
Ornegin:
METALCLEAN ; Ecolab
Ltd.
- Deiyonize su
Durulama 1 55°C Deiyonize su
Son Durulama 5 55°C Deiyonize su
Dezenfeksiyon 5 90°C Deiyonize su
Kurutma 25 80°C -

4. Temizlik acisindan gorsel olarak inceleyin. i¢ ve dis tiim goriinir yiizeyler gérsel olarak incelenmelidir. Gerekirse, gdzle gériilir
sekilde temizlenene kadar tekrar temizleyin.

Not: Yukaridaki proses onaylanmistir, ancak proses parametrelerindeki veya ekipmandaki degisiklikler, sterilite glivence dlzeyini
tehlikeye sokabilir.

I. MUAYENE, BAKIM VE TEST

Cerrahi aletler ve alet kutulari, uzun sureli kullanimdan kaynaklanan ve yanlis veya 6zensiz kullanim sonucunda ortaya ¢ikan hasara karsi
hassastir. Titizlik isteyen performanslarini tehlikeye dusirmekten kaginilmalidir. Hasari en aza indirmek Uzere, asagidaki islemler
yaptlmahdir:

e Alindiginda ve her kullanimdan ve temizlemeden sonra alet kutusu ve aletlerde hasar olup olmadigini inceleyin. Tam olarak
temizlenmemis aletler tekrar temizlenmeli ve onarima ihtiyaci olanlar Tipsan ‘ya geri gonderilmelidir.

e Temizlik sonrasinda, sokilen aletler tekrar birlestiriimeli ve mimkinse alet kutularindaki uygun yerlerine yerlestirilmelidir, Kilitleme
mekanizmalari glivenli bir sekilde sabitlenmelidir.

* Bir aleti sadece kullanim amacina uygun olarak kullanin.

eMenteseli veya hareketli bilesenlere sahip cihazlarda, isi ile sterilize edilen tibbi aletlere yénelik biyo-uyumlu, cerrahi sinif bir yaglayici
kullaniimalidir.

Tipsan, Tipsan tarafindan gercgeklestirilenler disinda, tizerinde tamir ve/veya degisiklik yapilmis ya da yapilmaya calisiimis olan alet veya
bilesenleri ile ilgili herhangi bir sorumluluk ve yukimlilik kabul etmez.

Cerrahi aletler periyodik bakim ve kalibrasyon islemine tabi tutulmaz.
K. AMBALAJLAMA

Tipsan alet kutulari, sevkiyat sirasinda aletlerin korunmasina yoneliktir. Saglik hizmetleri personeli, tekrar kullanilabilir bir rijit konteyner
sistemi dahil olmak lzere, her tur paketleme yontemi veya malzemesinin, belirli bir saghk kurulusundaki sterilizasyon islemi ve
sterilizasyonun korunmasi isleminde kullanima uygunlugunu saglama konusunda nihai sorumluluk tasimaktadir. Test islemi, sterilizasyon
icin temel kosullarin yerine getirildiginden emin olunmasi igin saglik kurulusunda gergeklestirilmelidir. Tipsan, Tipsan tarafindan

temin edilen ve son kullanici tarafindan temizlenmesi ve sterilize edilmesi gereken herhangi bir tibbi cihazin temizligi veya sterilizasyonun
uygun olmamasindan dolayi sorumluluk kabul etmez.

L. STERILIZASYON

Paslanmaz gelikten imal edilen Tipsan aletleri, herhangi bir zararh etki olmaksizin buharla sterilize edilebilir. plastik malzemeler buharla
sterilize edilebilir. Sterilize edilecek olan tim malzemeler iyice temizlenmeli ve sterilizasyon tiiriine uygun olarak ambalajlanmalidir.
Ambalaj, sterilizasyon ajaninin malzeme ile temasina imkan verirken, depolama donemi boyunca mikroorganizmalara karsi bir bariyer
islevi gormelidir. Biyolojik yiuk ve pargaciklari en aza indirmek igin, kullanicilar tekrar kullanilabilir aletleri kullanirken Lateks veya Nitril gibi
lif birakmayan eldivenler giymelidir. Urun ambalajinda asinma, delik, nem veya baska kusurlar olup olmadigini kontrol edin. Bu tur kusurlar
mevcutsa, bu malzemeleri ayirarak tekrar isleme tabi tutun.

Asagidaki parametreler sterilizasyon igcin Tipsan tarafindan valide edilmis ve 6nerilen sterilizasyon parametreleridir.

1- Bileseni, dokuma olmayan tibbi sinif sargi materyaliyle iki kat sarin.
2-Asagidaki parametrelere uygun olarak otoklavlayim:
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Buharli Sterilizasyon
Dongu Tard Parametre Minimum Set Point
On vakum Uygulama Sicakhgi 273°F (134°Q)
°1F3)4°C (273 Uygulama Siresi 5 dakika

3- Sterilizasyon sonrasinda, bileseni pudrasiz eldivenlerle kabul goren steril teknigi kullanarak ambalajindan gikarin.

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

M.DEPOLAMA
Tam aletleler temiz ve kuru bir ortamda muhafaza edilmeli

N. CiIHAZIN 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;
icermez veya ihtiva etmez

0. CiDDi OLUMSUZ OLAYLARIN RAPORLANMASI

Cerrahlar / saglik Kuruluslari, cihazla ilgili olarak meydana gelen ciddi bir olayi, Tipsan’ya ve Olumsuz olayin yasandigi Ulkenin yetkili otoritesine
bildirmelidir;
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