W) Knee

CERRAHI ALETLER SiSTEMiNiN KULLANIM TALIMATI

SURGICAL INSTRUMENTS SYSTEM INSTRUCTIONS FOR USE (IFU)

(EN-TR)

c €2803

C1i]

EN

HiPKNEE Knee and Hip Prosthesis Application Sets Cleaning Sterilization and
User Manual

General Description:

Hipknee Surgical Instruments are a set of general and unique instruments
specially designed for orthopedic surgery. Such tools make it easier for
orthopedic surgeons to accomplish, enable or accelerate certain tasks related to
surgical techniques and implant systems. Hipknee Surgical Instruments are
reusable or disposable devices. Generally, disposable devices perform
puncturing, cutting, shearing and puncturing operations occurring in
musculoskeletal structures. Reusable tools perform other functions that occur
outside of musculoskeletal structures: fixing, bending, twisting, striking,
insertion/removal/retraction, grasping, repositioning, alignment/targeting, try/
templating, stretching, torqueing, cutting, clamping, lifting and measuring.
Hipknee Surgical Instruments and implants are presented to the userin a system-
specific, non- sterile rigid instrument tray that accommodates specific Hipknee
devices to be processed for examination, cleaning, sterilization, transportation
and storage.

Key Design Features: Hipknee Surgical Instruments are manufactured from
medical grade stainless steel, aluminum, and common medical device polymers.
Tools can be hand-held, manually operated, or connected to electrical
equipment where applicable. Hipknee Surgical Instruments should only be used
in conjunction with Hipknee devices suitable for surgical technique (e.g.
interactive instruments and implants).

Indications, Contraindications, Adverse Effects:

Hipknee Surgical Instruments should only be used for their intended purpose.
Surgical technique provides the method of administration for basic
instrumentation. The decision to use a tool should consider factors such as
surgical practice and physical and mechanical properties. If a more
comprehensive understanding of device mechanics or method of use is needed,
medical personnel are encouraged to contact Hipknee representative(s). In case
of premature failure of a device for which a causal relationship with its geometry,
surface quality or mechanical stability is suspected, please Deliver in a cleaned,
disinfected condition according to Hipknee's cleaning and sterilization
instructions.

Instructions for Use and Reprocessing
Definition Device for sale, distribution and use by or on the order of a physician.
Reusable, non- sterile device.

Cleaning Before Use

Warning: What is recommended here, as well as your facility's policies and
procedures, or your sterilizer manufacturer's designated location, should be
brought to the attention of responsible persons.

use. Do not use tools if they do not work

before use in surgery.

Reprocessing Limitations

subject to wear and damage caused by use.
may result in product failure.

Check Function Before Use

checked before use.

Please check before use.

Operation

training and experience.

hazards.

trained personnel.

Possible Adverse Effects:

Please follow general operating room technique.
Cleaning / Sterilization
point of use

wipe or gauze.
Collection and Transport

after use.

Cleaning and Sterilization Preparation

and sterilization.
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cleaning and sterilizing your instruments, your orientation facility. All
instruments should be checked to ensure proper function and condition before

Carefully remove all protective covers and cases. Before using the instrument,
the instruments must be cleaned, decontaminated, sterilized and checked

Repeated rework has minimal impact on instruments. The service life is normally

Caution: Risk of Damage - Surgical instruments are precision instruments. Careful
use, correct operation. Improper external use (bending, hitting, dropping, etc.)

The general functioning and preparation of tools and accessories should be

Surgical procedures should only be performed by individuals with sufficient
Additionally, consult medical literature regarding technique, complications, and

Allinstructions regarding safety features and surgical techniques should be read
carefully before using the product. The device should only be operated by

The potential for adverse reactions exists with any surgical procedure. Possible
adverse effects specific to surgical instruments are listed below. These do not
include all adverse effects that may occur with surgical procedures. Compromise
of mechanical, physical or chemical properties resulting in: a. Regarding the
patient i. Bone damage or necrosis ii. Inflammatory, foreign body or allergic
reaction iii. Infection b. Device related i. Device loosening, splitting, bending,
peeling, cracking or breaking ii. Fracture leading to device fracture fragments
within the wound iii. Loss or deficiency of function or attachment mechanisms
the adverse effects listed here are not specific to Hipknee Surgical Instruments

Excess dirt should be removed immediately after use with a disposable cloth,

It is recommended that devices be reprocessed as soon as reasonably possible

Simple assemblies need to be disassembled to ensure more complete cleaning

Disassembly should not require any mechanical tools (e.g. screwdriver, pliers,
etc.).

Follow the instructions below before sterilization.

Manual (Required if not using automatic washer/disinfectant method)

o All instruments should be cleaned in a fully opened and disassembled
configuration.

* Neutral according to supplier's instructions pH Prepare enzymatic detergent.
Highly alkaline detergents are recommended for aluminum appliances.

* Immerse the device completely in the detergent prepared according to the
labeling instructions.

e Activate all moving parts during the soaking period to ensure that the
detergent penetrates completely into hard-to-reach areas.

® Scrub the device using a soft-bristled brush until all visible dirt is removed,
paying attention to moving parts, crevices, lumens and other hard-to-reach
areas

ultrasonic flush ports for flushing.

* Additionally, neutral for lumen devices pH Prepare enzymatic detergent
(according to vendor) and ultrasonically wash the instruments for at least 10
minutes. Note: Changes when the enzyme solution becomes extremely
contaminated (bloody and/or cloudy).

Rinse all surfaces, crevices, and lumens in RO/DI running water for at least three
(3) minutes to remove any residual detergent or debris.

* Dry the device with a clean, soft cloth.

* Visually inspect each device for cleanliness. If visible dirt remains, repeat the
cleaning process.

Cleaning: Automatic

* All instruments must be completely open and cleaned.

e All instruments must be cleaned in a fully open and disassembled
configuration.

all devices in a washer/ disinfector using the equipment and detergent
recommended by the equipment.

 Visually inspect each device for cleanliness. If visible dirt remains, repeat the
cleaning process.

distilled or deionized water to remove any remaining solution.

Inspection and Function Test

* Check if the hinges move smoothly. There should be no scratches on the locking
mechanisms.

* Tools with broken, cracked, chipped or worn parts or blackened surfaces
should not be used. They must be repaired or replaced immediately.

Packaging
Devices may be wrapped in sterilization wrap according to the manufacturer's
instructions.

Sterilization: Autoclave
Our devices are reusable and meet standards for sterilization. Sterilization of
instruments can be done by Autoclave or Ethylene Oxide. Time and temperature
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parameters vary depending on the type of sterilizer, cycle design and packaging
material required for sterilization.

Instrument sets for sterilization can be accepted by every healthcare institution.
sterilize devices at temperatures above 141°C (285°F).

e All ring-handled instruments should be autoclaved in the fully open position to
prevent the case from cracking.

o All instruments must be sterilized in a fully open and disassembled (i.e.
disassembled) configuration.

e All devices should be positioned to ensure that all surfaces come into contact
with steam.

¢ All tools with concave surfaces should be placed so that the surfaces drain
water.

e Always verify parameters with the sterilizer manufacturer's written
instructions.

e |t is not recommended to use “flash” sterilization as it may shorten the life of
the devices.

Cleaning and Sterilization
Parameters for Wrapped Instruments in Steam Sterilization

Heat exposure Drying

Gravitational Displacement 132°C(270°F) 15 minutes | 15 minutes

Front Vacuum / Dynamic 132°C(270°F) 4 minutes 15 minutes

Air Purification 135°C (275°F) 3 mins 15 minutes

Storage

o After sterilization, instruments should remain in the sterilization packaging and
in a clean, dry cabinet or storage bin.

¢ Care should be taken to prevent damage to the containers.

e Make sure the instrument container is sealed in packaging suitable for
sterilization. Sterilization should be carried out in accordance with local
guidelines for hospital hygiene.

Care

Caution: Apply lubricant only to fasteners (locking mechanism) and moving
parts.

Repair

ensure that all repairs are completed in accordance with the manufacturer's
specifications, the device should only be repaired by Endoven or an authorized
service facility.

Regardless of age, if any device needs service, send it to your authorized service
center.

Devices must be cleaned and sterilized before shipping.
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MEANING OF SYMBOLS:
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Consult the user manual.
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Product code number (Catalog number)

Non-sterile

Manufacturer name and address

Production date

European union symbol of conformity

Medical device

Indicates a carrier that contains unique device
identifier information
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Keep dry
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Codes in the UDI number on the label:
(01): GTIN (EAN) Code
(11): Production date
(10): Lot number

(21): Serial number
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HIPKNEE Diz ve Kalca Protezi Uygulama Setleri Temizlik Sterilizasyon ve Kullanim
Klavuzu

Genel Aciklama:

Hipknee Cerrahi Aletler ortopedik cerrahi igin 6zel olarak tasarlanmis bir dizi genel ve
benzersiz alettir. Bu tur araglar ortopedi cerrahlarinin cerrahi teknikler ve implant
sistemleriyle ilgili belirli gdrevleri bagsarmasini, mimkan kilmasini veya hizlandirmasini
kolaylastirir. Hipknee Cerrahi Aletler yeniden kullanilabilen veya tek kullanimhk
cihazlardir. Genellikle tek kullanimhk cihazlar kas-iskelet yapilarinda meydana gelen
delme, kesme, kesme ve delme islemlerini gergeklestirir. Yeniden kullanilabilir aletler,
kas-iskelet yapilarinin diginda meydana gelen diger islevleri yerine getirir: sabitleme,
bikme, kivirma, carpma, vyerlestirme/cikarma/geri ¢ekme, kavrama, yeniden
konumlandirma, hizalama/hedefleme, deneme/sablonlama, germe, torklama, kesme,
kenetleme, kaldirma ve 6lgme . Hipknee Cerrahi Aletler ve implantlar kullaniciya,
muayene, temizlik, sterilizasyon, tasima ve depolama igin islenecek belirli Hipknee
cihazlarini barindiran, sisteme 6zel, steril olmayan sert bir alet tepsisinde sunulur.

Temel Tasanim Ozellikleri: Hipknee Cerrahi Aletler tibbi sinif paslanmaz celik,
aliminyum, ve yaygin tibbi cihaz polimerlerinden uretilmistir. Aletler elde tutulabilir,
manuel olarak galistirilabilir veya uygulanabilir oldugu durumlarda elektrikli ekipmana
baglanabilir. Hipknee Cerrahi Aletler yalnizca cerrahi teknige uygun Hipknee cihazlariyla
(6rn. etkilesimli aletler ve implantlar) birlikte kullanilmalidir.

Endikasyonlar, Kontrendikasyonlar, Olumsuz Etkiler:

Hipknee Cerrahi Aletler yalnizca amaglarina uygun olarak kullaniimalidir. Cerrahi teknik,
temel enstriimantasyon igin uygulama yontemi saglar. Bir aleti kullanma karari, cerrahi
uygulama, fiziksel ve mekanik 6zellikler gibi faktorleri dikkate ala. Cihaz mekanigi veya
kullanim yontemi hakkinda daha kapsamli bir anlayisa ihtiyag duyulursa tibbi personelin
Hipknee temsilcisiyle/temsilcileriyle iletisime gegmesi tegvik edilir. Geometrisi, ylizey
kalitesi veya mekanik stabilitesi ile nedensel bir iliskiden siphelenilen bir cihazin
zamanindan once arizalanmasi durumunda, litfen cihazi Hipknee'in temizleme ve
sterilizasyon talimatlarina gére temizlenmis, dezenfekte edilmis bir durumda teslim
edin.

Kullanim ve Yeniden isleme Talimatlari
Tanim Bir hekim tarafindan veya doktorun emriyle satig, dagitim ve kullanim igin cihaz.
Yeniden kullanilabilir, steril olmayan cihaz.

Kullanim Oncesi Temizlik

Uyari: Burada onerilenler ile tesisinizin politikalari ve prosedirleri veya sterilizator
Ureticinizin belirttigi yerdeki sorumlu kisilerin dikkatine sunulmalidir.

Cihazlarinizi  temizlemeden ve sterilize etmeden once yonlendirme tesisiniz
Kullanmadan 6nce tim aletler diizgiin islev ve kosul saglamak igin kontrol edilmelidir.
Calismiyorsa aletleri kullanmayin

Tum koruyucu kapaklari ve kiliflari dikkatlice gikarin. Aleti kullanmaya baslamadan
once, aletler ameliyatta kullaniimadan o6nce temizlenmeli, dekontamine edilmeli,
sterilize edilmeli ve kontrol edilmelidir.

Yeniden isleme Sinirlamalari

Tekrarlanan yeniden islemenin enstrimanlar tizerinde minimum etkisi vardir. Kullanim
omri normal olarak asinma ve kullanimdan kaynaklanan hasarlara baghdir.

Dikkat: Hasar Riski - Cerrahi aletler hassas cihazlardir. Dikkatli kullanim,dogru ¢alisma.
Yanhs harici kullanim (biikme, vurma, digtirme vb.)urin arizasi.

Kullanmadan &nce Kontrol Fonksiyonu

Kullanmadan o6nce alet ve aksesuarlarin genel isleyisi ve hazirlanmasi kontrol
edilmelidir.

Liitfen kullanmadan énce kontrol edin.

Operasyon

Cerrahi prosedirler sadece yeterli egitim ve tecriibeye sahip kisiler tarafindan
yapilmalidir.

Ek olarak, teknik, komplikasyon ve tehlikelere iligkin tibbi literattire danisin.

Uriini kullanmadan énce giivenlik dzellikleri ve cerrahi tekniklerle ilgili tiim talimatlar
dikkatlice okunmalidir.Cihaz yalnizca egitimli personel tarafindan galistiriimalidir.

Olasi Olumsuz Etkiler:

Herhangi bir cerrahi prosedirde olumsuz reaksiyon potansiyeli mevcuttur. Cerrahi
aletlere 6zel olasi olumsuz etkiler asagida listelenmistir. Bunlara cerrahi islemlerle
ortaya cikabilecek tim olumsuz etkiler dahil degildir. Asagidakilerle sonuglanan
mekanik, fiziksel veya kimyasal 6zelliklerden 6din verilmesi: a. Hastayla ilgili i. Kemik
hasari veya nekrozu ii. Enflamatuar, yabanci cisim veya alerjik reaksiyon iii. Enfeksiyon
b. Cihazla ilgili i. Cihazin gevsemesi, ayrilmasi, biikilmesi, soyulmasi, ¢catlamasi veya
kirnlmasi ii. Yara iginde cihaz kirngi pargalarina yol agan kirilma iii. islev veya baglanti
mekanizmalarinin kaybi veya eksikligi Burada listelenen olumsuz etkiler Hipknee
Cerrahi Aletlere 6zgu degildir

Liitfen genel ameliyathane teknigine uyun.

Temizleme / Sterilizasyon

Kullanim noktasi

Fazla kir, tek kullanimlik bir bez, silme veya gazli bezle kullanimdan hemen sonra
cikariimalidir.

Toplama ve Tasima

Cihazlarin kullanimdan sonra makul olan en kisa stirede yeniden islenmesi tavsiye edilir.
Temizlik ve Sterilizasyon Hazirligi

Daha eksiksiz temizlik ve sterilizasyon saglamak igin basit montajlarin s6kilmesi gerekir.
So6kme igslemi herhangi bir mekanik alet gerektirmemelidir (6rn. Tornavida, pense vb.).
sterilizasyondan 6nce asagidaki talimatlari uygulayin.

Manuel (Otomatik yikayici / dezenfektan yontemi kullanilmiyorsa gereklidir)

o Tiim aletler tamamen agik ve sokiilmus konfigiirasyonda temizlenmelidir.

® Tedarikginin talimatlarina gére notr pH enzimatik deterjan hazirlayin. Yiiksek alkalin
deterjanlar aliminyum aletler igin 6nerilir.

e Cihaz, etiketleme talimatlarina gore hazirlanan deterjana tamamen daldirin.

e Deterjanin ulasilmasi zor olan kisimlara tamamen niifuz etmesini saglamak igin,
bekletme siiresi boyunca tim hareketli pargalari harekete gegirin

o Cihazi, yumusak killi bir firga kullanarak firgalayin, tim goértnir kirler ¢ikana kadar
hareketli pargalara, ¢atlaklara, [limenlere ve erisilmesi zor diger alanlara dikkat edin
Varsa, yikama igin ultrasonik yikama portlari kullanin.

e Ek olarak, lumenli cihazlar igin nétr pH enzimatik deterjan hazirlayin (saticiya gére) ve
aletleri en az 10 dakika ultrasonik yikayin. Not: Enzim ¢Ozeltisi asir derecede
kirlendiginde (kanli ve / veya bulanik) degisir.
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o Tum ytzeyleri, catlaklari ve limenleri RO / DI akan suda en az (i (3) dakika boyunca
durulayin. Artik deterjan veya kalintilari giderin.

o Cihazi temiz, yumusak bir bezle kurulayin.

¢ Her cihazi temizlik agisindan gorsel olarak inceleyin. Gorundar kir kalirsa, temizleme
islemini tekrarlayin.

Temizleme: Otomatik

o Tiim aletler tamamen agik ve disa ile temizlenmelidir.

o Tiim aletler tamamen agik ve sokiilmis konfigiirasyonda temizlenmelidir.

« Bir yikayici / dezenfektor igcindeki tim cihazlari, ekipman tarafindan énerilen ekipmani
ve deterjani kullanarak temizleyin.

¢ Her cihazi temizlik agisindan gorsel olarak inceleyin. Gorunar kir kalirsa, temizleme
islemini tekrarlayin.

* Kalan ¢ozeltiyi uzaklastirmak igin distile veya deiyonize su ile durulayin.

Muayene ve Fonksiyon Testi

e Menteselerin duzgiin  hareket
mekanizmalarinda gizik olmamalidir.
o Kirik, catlamig, yontulmus veya asinmis pargalari veya kararmig ylzeyleri olan aletler
kullanilmamalidir. Onlar derhal onarilmali veya degistirilmelidir.

edip etmedigini kontrol edin. Kilitleme

Paketleme
Cihazlar, Ureticinin talimatlarina gore sterilizasyon sargisina sarilabilir.

Sterilizasyon: Otoklav

Cihazlarimiz tekrar kullanilabilir ve sterilizasyon igin standartlari karsilar. Aletlerin
sterilizasyonu Otoklav veya Etilen Oksit ile yapilabilir. Zaman ve sicaklik parametreleri
sterilizasyon igin gereken sterilizator tipine, gevrim tasarimina ve ambalaj malzemesine
gore degisir.

o Her saglik kurulusu tarafindan,sterilizasyon iglemi igin alet setleri kabul edilebilir.

e Cihazlari 141°C (285°F) lizerindeki sicakliklarda sterilize etmeyin.

o Kutunun gatlamasini 6nlemek igin tiim halka kulplu aletler tamamen agik konumda
otoklavlanmalidir.

e TUm aletler tamamen agik ve demonte edilmis (yani sokilmis) konfigiirasyonda
sterilize edilmelidir.

e Tum cihazlar, tim yuzeylerin buharla temas etmesini
konumlandiriimalidir.

« ichiikey yiizeyli tiim aletler, ylizeyler suyu tahliye edecek sekilde yerlestirilmelidir.
* Parametreleri daima sterilizator Ureticisinin yazili talimatlariyla dogrulayin.

¢ Cihazlarin dmrina kisaltabilecegi igin “flag” sterilizasyon kullaniimasi 6nerilmez.

saglayacak sekilde

Temizlik ve Sterilizasyon
Buhar Sterilizasyonunda Sargili Aletler i¢in Parametreler

Sicaklik Pozlama Kurutma

Yergekimi Yer Degistirme 132°C(270°F) 15 dakika 15 dakika

On Vakum / Dinamik 132°C(270°F) 4 dakika 15 dakika

Hava Temizleme 135°C (275°F) 3 dakika 15 dakika
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Depolama
o Sterilizasyondan sonra, aletler sterilizasyon ambalajinda ve temiz, kuru bir dolapta

veya depolama kutusunda kalmali.

* Kaplarin hasar gérmesini 6nlemek igin 6zen gosterilmelidir.

o Alet kabinin sterilizasyon igin uygun bir ambalajda mihurlendiginden emin olun.
Sterilizasyon hastane hijyeni igin yerel yonergelere uygun olarak yapiimalidir.

Bakim

Dikkat: Yaglayiciyi yalnizca baglanti elemanlarina (kilitleme mekanizmasi) ve hareketli
pargalara uygulayin.

Onarim

Tum onarimlarin ureticinin 6zelliklerine gére tamamlandigindan emin olmak igin, cihaz
sadece Endoven veya yetkili bir servis tarafindan onarilmalidir.

Yastan bagimsiz olarak, herhangi bir cihazin servise ihtiyaci varsa, yetkili servis
merkezinize génderin.

Cihazlar gonderilmeden 6nce temizlenmeli ve sterilize edilmelidir.

SEMBOLLERIN ANLAMI:

Kullanim kilavuzuna bakin

=

Lot numaralari

=
o
-

Uriin kod numarasi (Katalog numarasi)

D
m
n

steril olmayan

Ureticinin adi ve adresi

Uretim tarihi

Avrupa Birligi uygunluk sembolu

Tibbi Cihaz

Benzersiz cihaz tanimlayici bilgileri igeren bir tasiyici
belirtir

Dikkat
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Kuru tutun

.
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Etiket lizerindeki UDI numarasinda yer alan kodlar:

(01): GTIN (EAN) Kodu
(12): Uretim tarihi
(10): Lot numarasi
(21): Seri numarasi
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