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1. GiRi$
+ Bu belge
o AB2017-745 sayili Tibbi Cihaz Tizugl
o IS0 13485 Tibbi Cihazlar-Kalite Yonetim Sistemleri-Mevzuat Amaglari Bakimindan Sartlar
o ISO/TC 170 (Surgical instruments)
o IS0 7153-1:2016 (Cerrahi aletler - Malzemeler - Bolim 1: metaller)
o 1SO 7153-1:2016 (Cerrahi aletler - Malzemeler - Bolim 1: metaller)
0 IS0 7151:1988 (Surgical instruments — Non-cutting, articulated instruments — General requirements and test
methods)
ISO 7741:1986 (Instruments for surgery — Scissors and shears — General requirements and test methods)
ISO 5832-1:2016 (Implants for surgery — Metallic materials — Part 1: Wrought stainless steel)
o 1SO 12010:2019 (Water quality — Determination of short-chain polychlorinated alkanes (SCCP) in water — Method
using gas chromatography-mass spectrometry (GC-MS) and negative-ion chemical ionization (NCl))
0 1S0O 13402:1995 (Surgical and dental hand instruments — Determination of resistance against autoclaving,
corrosion and thermal exposure)
o IS0 17664 (Processing of health care products - Information to be provided by the medical device manufacturer for
the processing of medical devices) ve
o IS0 17665-1:2006 (Sterilization of health care products - Moist heat - Part 1: Requirements for the development,
validation and routine control of a sterilization process for medical devices)
o 1SO11607-1:2019 Packaging for Terminally Sterilized Medical Devices — Part 1: Requirements for Materials, Sterile
Barrier Systems and Packaging Systems
o ISO 11607-2:2019 Packaging for Terminally Sterilized Medical Devices — Part 2: Validation Requirements for
Forming, Sealing and Assembly Processes gerekliliklerine dayanarak olusturulmustur.
+ Bu belge, temizlikten 6nce demonte edilmesi gereken ¢ok bilesenli cerrahi el aletleri icin montaj ve demonte etme
talimatlariyla ve Grinlerle gelen kullanim talimatlariyla birlikte saglanir.

2. URUN HAKKINDA BILGILER

Kullanim Amaci

# Cerrahi el aletleri; yapilan cerrahi islem sirasindaki kullanim amacina goére kesme, diseksiyon, delme, cekme, oyma,
koparma, sikma, kavrama/tutturma, cerrahi alani gérme, kanamayl durdurma, kazima, siyirma, 6l¢li alma, sondalama
(probing), drene etme, aspire etme, sitir ve/veya baglama (ligasyon) vb. gibi belirli ve kompleks islevlerde cerrahin
kullanmasi ve isini kolaylastirmak amaciyla Gretilmistir.

+ Ek olarak; cerrahi implant ve protezlerin yerlestirilmesini kolaylastirmak igin de cerrahi aletleri kullaniimaktadir.

+ Cerrahiislem prosedirlerinde hangi cerrahi aleti kullanacigina sorumlu cerrah karar vermelidir.

+ Cerrahiislemler haricinde herhangi bir amac icin kullaniimamaldir.

Amaglanan Kullanici Profili

Cerrahi El Aletleri saglik profesyonelleri tarafindan kullanilabilir.

Cerrahi islemler yalnizca cerrahinin yapilacagi anatomik yapi veya olusum ile ilgili yeterli egitim almis ve cerrahi tekniklere
asina medikal uzmanlar veya uzman sorumlulugunda uzmanhk 6grencileri tarafindan yapilmalidir.

Ayrica veteriner hekimler de bazi cerrahi el aletlerini (endikasyonunu kendi karar verecegi) kendi bransina ait cerrahi
islemlerde kullanabilirler.

Herhangi bir cerrahi prosediir gerceklestirmeden once teknikler, komplikasyonlar ve tehlikelerle ilgili cerrahi literatiir gbzden
gecirilmeli; GriinU kullanmadan 6nce, glvenlik 6zellikleriyle ilgili tim talimatlar dikkatlice okunmalidir. Tim gerekli belgeler
ve materyaller yetkili distribitor tarafindan saglanmalidir.

Uriin Agiklamasi

Cerrahi El Aletleri;

% |SO 7153-1:2016 (Surgical instruments — Materials — Part 1: Metals) standartina uygun olarak tibbi sinif paslanmaz - 1siya
dayanikli gelik, titanyum ve aluminyum ile bu metallerin alasimlarindan tretilmistir.

% Tim cerrahi el aletleri; ISO 5832-1 paslanmaz celikten uretilmistir. Her riin icin kullanilan malzemeler {iriin katalogu ve
drdn listesinde gorulebilir.

* Paslanmaz celik; kimyasal (yiiksek korozyon direnci ve biyouyumluluk) ve fiziksel (cekme giicleri; paslanmaz geligin
kirtlmalarin fiziksel 6zellikleri en iyi olanidir) 6zellikleri nedeniyle cerrahi el aleti tGretiminde ¢ogunlukla kullanilir ve
dogrulanmis hammaddelerdir.

4 Celik; biyolojik ortamda tamamen uyumlu, korozyona dayanikli olup ve insan viicudu icin toksik degildir.

+ Cerrahiislem sirasinda aletin daha iyi tutulmasi, kuvvet uygulanmasi, élciim alinmasi gibi nedenlerle sap veya gévde gibi

bazi parcalari aliminyum, fiber, silikon veya plastikten Gretilmistir. (Tablo 1)

% Tekrar kullanilabilir cerrahi alet gruplari Tablo 2’de gésterilmistir. Tekrar kullanilabilen aletler icin temizlik, dezenfeksiyon
ve sterilizasyon prosedurlerine ¢ok dikkat edilmesi gerekmektedir.

# Tek kullanimlik cerrahi el alet gruplari ise Tablo 3’de gdsterilmistir. Bu grup el aletleri ilk kullanimdan sonra amaclandigi
sekilde calismak icin tasarlanmadiklarindan; tekrar kullanilmamalidir. Tekrar kullanilmasi aletin givenilirlik, performans
ve/veya uyumlulugunda azalmasina yol acabilir. Bu durumda sorumluluk kullaniciya (sorumlu cerraha) aittir.

o o




< Cerrahi El Aletleri non-steril olarak satilmaktadir.
= Ancak ISO/FDA yénergelerine ve Spaulding Siniflandirma Semasina gore kritik sinifta olup, islemler sirasinda steril olarak
kullanilmahdir. Bu nedenle ilk kullanim ve sonraki her kullanimdan 6nce, ISO 17664:2017 (Processing of health care products
- Information to be provided by the medical device manufacturer for the processing of medical devices) ve ISO 17665-1:2006
(Sterilization of health care products - Moist heat - Part 1: Requirements for the development, validation and routine control
of a sterilization process for medical devices) standartlarina uygun olarak ve bu belgede belirtilen prosediirlere gore
temizlenmeli, dezenfekte ve steril edilmelidir.
= Cerrahi el aletleri implante edilemezler.
Cerrahi aletlerin yukarida belirtilen endikasyonlar disinda icin kullanilmasi, aletlerin hasar gérmesine veya kirilmasina
A neden olabilir. Uygun temizlik, ellecleme (handling), sterilizasyon ve standart rutin bakim (bileme, sivriltme gibi)
cerrahi aletlerin amaclandigi gibi calismasini saglayacak ve kullanim émdrlerini uzatacaktir.
Kullanmadan 6nce aletleri olasi hasar, asinma, korozyon, renk degisikligi veya ¢alismayan pargalar agisindan inceleyin.
Kritik, erisilemeyen alanlari, baglantilari ve tiim hareketli parcalari dikkatlice inceleyin. Hasarli, eksik ve dogru
calismayan cerrahi el aletler kullanilmamalidir. Onarim veya degistirme icin yerel satis temsilciniz ile iletisime gegin.

Cerrahi El Aletleri Uriin Gruplari
1. Plastik, Polietilen vb. parcali CEA
1. Tornavida
2. Ekartor \\
3. Maktap kilavuzu
2. Tek Kullanimlik CEA
1. Matkap ucu (4.5 mm and thinner ones)
2. Giggli testeresi
3. Kullanim Amacina Gére Sinif Ir CEA
1. Kesiciler (Diseksiyon)
a) Bistilri saplari (Lansetler)
a. Bistlri saplan
b) Bicaklar
a. Fistll bigcaklar
b. Tonsil bigaklari
c. Rezeksiyon bigaklari

c¢) Makalar
a. Bandaj makaslari
b. Diseksiyon makaslari
c. lIris makaslari
d. Mayo makaslari
e. Metzenbaum (Lahey) makaslari Y
f.  Mikro makaslar ‘
g. Tirnak makaslari
h. Cerrahi makaslar
i.

Suttr makaslari
j. Vaskuler makaslari
d) Trokarlar
e) Ronjurlar
f) Testereler
a. Kemik testereleri
i Elektrikli testereleri
ii. El testereleri
g) Diatermiler/Koterler
h) Elevatorler
2. Tutucular (Klempler ve and Okliize Edici)
a) Klempler
a. Bulldog klempleri
b) Hemostatik klempleri
a. Mosquito klempleri
c) Diseksiyon klempleri
d) Forsepsler
a. Doku forsepsleri
b. Diseksiyon forsepsleri
c. Ligatir forsepsleri P
d. Arter forsepsleri




Mosquito forsepsleri
Hemostatik forsepsleri
Bronkoskopi forsepsleri
Biyopsi forsepsleri
Mixter forsepsleri
Duz/dissiz forsepsler
Disli forsepsler (deri tutucu)
Allis forsepsleri (kolpografi icin (anterior and posterior tamir))
. Babcock forsepsleri (barsak ve havlu tutucu)
n. Stone forsepsleri
e) igne tutucular
a. lIgne tutucular
b. Mikrovaskiilar igne tutucular
3. Ekartorler (Dilatatorler, Acicilar)
a) Otomatik (kendinden kilitli) ekartorler
a. Adson kendinden kilitli ekartorler
b. Balfour abdominal ekartorler
b) Bicakli ekartorler
a. Bigakli ekartorler
c) Bigaksiz ekartorler
a. Wolkmann ekartorleri
b. Kocher ekartorleri
c. Langenbeck ekartorleri
d. Army navy / Farabeuf ekartorleri
d) Hooklar / kancalar
a. Derihooklari
b. Kemik hooklari
c. Sinir/damar hooklari
d. Tendon hooklari
e) Spatulalar
f) Spekulumlar
a. Vajinal spekulum
4. Oyucular (Reamerler), matkaplar
a) AWL, matkap ucu
b) Rayba siyirici
c) Trokarlar
5. Swyiricilar
a) Karetler
b) Siyiricilar
c) Kesiciand gujlar
d) Spoonlar (kasiklar)
6. Proplar (Sondalar) & Skopiler
a) Cift-uclu proplar
b) Urethral sondalar
c) Laringoskoplar
d) Anoskoplar
e) Proktoskoplar
f) Sigmoidoskoplar
7. Emiciler Aspiratorler
a) Emicitipler
b) Trakeal tlipler
8. Olgiim yapanlar
a) Mezureler
b) Cetveller
¢) Kumpaslar
9. Cekicler
a) Cekicler
10. isaretleyiciler
11. Diger CEA
a) Tromeller
b) El alet tepsileri
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c) Kuvetler
d) Pamuk kutusu
e) Laboratuvar tabagi
f) Bobrek tepsi
4. Ozel CEA
1. Ortopedik CEA
a) Kemik matkaplari
b) Kemik kuretleri
c¢) Kemik kesicileri
a. Osteotom
d) Kemik kollari
e) Kemik tutucu
f) Kemik elevatori
g) Kemik spatulasi
h) Matkap kilavuzu
i)  Matkap ucu
j)  Tornavida
k) Tel makaslari
[) Tel-bender
m) Tel kesiciler
n) Femur ekartorleri
o) Ampitasyon bigagi
p) Kikirdak makasi
2. Endoskopik CEA
3. Beyin-Sinir Cerrahisi CEA
a) Beyin-Sinir Cerrahi makaslari
a. Mikro makaslar
b) Mikro forsepsler
c) Ligature forsepsler
d) Esteziyometre
e) Laminektomi ekartorleri
4. Genel Cerrahi CEA
a) Makaslar
a. Abdominal makas
b. Bagirsal makasi
b) Forsepsler
a. Periton forsepsler
c¢) Abdominal ekartérler
d) Abdominal & intestinal spatulalar
5. Oftalmik CEA
a) GOz makasi
b) GOz spekulumlari
c) Orbita ekartorleri
6. Jinekolojik CEA
a) Spekulumlar
b) Pintard Steteskop
c) Klempler
a. Parametrium klempleri
d) Forsepsler
a. Histerektomi forsepsi
e) Makaslar
a. Uterin makaslari
b. Histerektomi makaslari
c. Gobek bagi makaslari
d. Epizyotomi makaslari \’
7. Kulak Burun Bogaz CEA &
a) Laringoskop
b) Mikro-laringeal forseps
c) Laringeal ayna
d) Aynakolu
e) Kulak kiratorleri




f) Trakeal tipler
g) Mikro laringeal biyopsi punch
h) Forsepsler
a. Punch forsepler
b. Kulak forsepsleri
c. Vokal nodil forseps
d. Laringeal tutucu forsepsler
i) Ekartorler
a. Trakeal ekartorler
b. Tiroid ekartorleri
j)  Makaslar
a. Kulak makaslari
b. Burun makaslari

c. Tonsil makaslari
d. Laringeal makaslar
k) Laringeal prop o
8. Plastik Cerrahi CEA
a) Punchlar
a. Dermal punchlar
b) Dermatomlar
c) Deri grefti bicagi
9. Urolojik CEA
10. Adli Tip CEA
a. Otopsi bigagl
11. Dental CEA
a) Dis forsepsleri
b) Pedodonti dis forsepsi
12. Veteriner CEA

Kaynaklar
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3. Heller, Michelle. (2016). Clinical Medical Assisting: A professional, Field Smart Approach to the Workplace.
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Uyarilar Ve Onlemler

+ Tek kullanimlik bir cihaz; steril olmayan bir sekilde saglandiginda ve ilk ve tek kullanimindan dnce miusteri tarafindan
sterilize edilmesi gerekiyorsa, bu talimatlarin ilgili bolimleri, prospektiiste baska spesifik talimatlar saglanmadigi siirece
uygulanabilir.

4+ ilk kullanimdan sonra amaclandigi sekilde calismak icin tasarlanmadiklarindan; tek kullanimlik el aletlerini tekrar
kullanmayin. Tekrar kullanilmasi halinde mekanik, fiziksel veya kimyasal 6zelliklerde meydana gelen degisiklikler, ilgili teknik
ozellikler agisindan guvenilirligin, performans ve/veya uyumlulugun azalmasina yol acabilir. Bu durumda sorumluluk
kullaniciya (sorumlu cerraha) aittir. Bir veya birden fazla kullanim ve/veya temizlik ve yeniden sterilizasyon islemini belirlemek
icin cihazin etiketine bakin.

+ Cerrahi aletlerde hasar veya asinma olup olmadigini gorsel olarak inceleyin. Kirilmis, catlamis veya asinmis
pargalari/ylzeyleriolan aletler kullanilmamali, hemen degistiriimelidir.

% Matkap uclarinin kesme kenarlarinin piiriizsiiz ve stirekli oldugunu, kesme performansini olumsuz etkileyebilecek biyik
catlaklar veya talaslar icermedigini kontrol edin.

+ Eslesen ylizeylerin amaca uygun ve komplikasyonsuz bir sekilde calistigini dogrulayin. Tatminkar bir performans
gbstermeyen cerrahi aletleri kullanmayin.

+ Yaralanmalari 6nlemek igin keskin ve sivri aletleri kullanirken dikkatli olun.

+ Cerrahi el aletleri; distk veya yuksek riskli Bulasici Spongiform Ensefalopatileri de iceren enfektif doku ile temas ettigi
durumda (érn: Creutzfeld Jakob Disease (CID) tanisi veya siiphesi olan hasta gibi) cerrahi prosedirlerde normal olarak
kullanilmaz. Bu durumda, sterilizason prosediirleri yapilmaz. Uriin tibbi atik olarak degerlendirilmelidir.

3. TEMIZLiK
Genel Bilgiler
+ Bu boliimde; cerrahi el aletlerini temizlemek i¢in kullanilan iki yénteme ait bilgiler sunulmus:
o Manuel yéntem ve
o Otomatik yikayici dezenfektérintin kullanildigi yontem
+ Sterilizasyon oncesinde cerrahi el aletlerinin tamamen manuel ve otomatik olarak temizlenmesini 6nerilir. Otomatik
yontemler tek basina cihazlari yeterince temizlemeyebilir.



https://en.wikipedia.org/wiki/Instruments_used_in_general_surgery
http://research.sklarcorp.com/4-basic-types-of-surgical-instruments
http://www.surgicalholdings.co.uk/history-of-surgical-instruments.html

#+ Bununla birlikte; otomatik yikama islemi daha pratik ve glivenilirdir. Ayrica bu islemde ¢alisan kisi kontamine el aletleri ve
kullanilan temizlik maddelerine daha az maruz kalir. Bu nedenle manuel temizlik ile kaba kir ve kalintilarin giderilmesi
sonrasinda tercihen otomatik yéntem kullaniimalidir.

+ Temizligin yapildigi soliisyonlar ¢ok kirlenmesine izin verilmeden ve sik sik degistirilmelidir.

+ Temizlik isleminde (hangi yontem kullanilirsa kullanilsin); ¢alisan her zaman i¢in uygun kisisel koruyucu donanim (KKD) ve
ekipman kullanmalidir.

+ Ozellikle temizlik maddesi reticisi tarafindan saglanan triiniin dogru tasinmasi ve kullanimiyla ilgili talimatlara dikkat
edin.

#+ Cerrahi el aletlerin temizlik ve dezenfeksiyonunda, sadece 6zel olarak formiile edilmis temizlik maddeleri ve/veya
dezenfektanlar (deterjanlar) kullanilmalidir. Deterjan Ureticileri tarafindan verilen cihazin temizlik soliisyonlarina ve/veya
dezenfektanlara daldiriimasiylailgili kilavuz konsantrasyonlarina ve siirelerine uyulmalidir.

+ [Igili deterjanlarin segim kriterleri EK-1'de sunulmustur.

+ Temizlikte kullanilan suyun kalitesi dGnemlidir. Yeni hazirlanmis saf su veya ultra-saf su uygulamasi 6nerilir. Sert su icindeki
mineral kalintilari ile cerrahi aletin lekelenmesine yol acabilir. Ek olarak mikroorganizma ve endotoksin iceren yiksek
kontaminasyon riski ile temizlik ve dekontaminasyonun etkin bir sekilde yapilmasini 6nleyebilir.

#+ Esnek oyucularigin 6zel talimatlar EK-2'de verilmistir.

Tepsiler cerrahi el aletlerin sterilizasyonu, taginmasi ve saklanmasina yoneliktir. Bu tepsiler tam donanimli durumda

( Q ) temizlik ve dezenfeksiyon icin tasarlanmamiglardir. Tatmin edici temizlik sonuglarinin alinabilmesi igin el aletleri
tepsiden cikarilmalidir.

Temizlik Oncesi Yapilacaklar

4 Cerrahi el aletlerini en kisa siirede temizligin yapilacagi yere gétiiriin. islem alanina yapilacak aktarmanin gecikme olasiligi
yuksekse, cerrahi el aletlerinin Gstlini nemli bir bezle kapatin veya kirin kurumasini 6nlemek icin aletleri kapali kutularda
saklayin.

+ Cerrahiislemlerden hemen sonra (maksimum 2 saat icinde) emici kagit havlular ile kiri giderin. Ayrica, Cerrahi el aletlerini
ilik-soguk (43°C/110°F altinda) ¢esme suyu altinda bolca yikayin veya aldehit icermeyen Ek-1'de verilen kriterleri karsilayan
bir dezenfektan sollisyonun bulundugu bir banyoya aktarin. Sicak su, alkol, dezenfektanlar, antiseptikler, salin veya klorlu
soltsyonlar kullanmayin.

+ Tasima sirasinda cerrahi el aletlerinde mekanik hasar olusmamasi icin 6zen gosterin. 6rnegin agir el aletleri ile hassas
aletleri ve kesici/delici aletleri ayri sepetlerde temizleyin.

+ Benzer sekilde; farkl metalik bilesime sahip aletlere ayni temizlik islemi uygulamayin. Ornegin plastik, paslanmaz ve i1siya
dayanikli gelik, titanyum ve aliminyumdan olusan cerrahi aletlerin temizlik prosedurleri ayni degildir. Ebonize aletlerin ylizey
kaplamasini korumak igin, diger aletlerden ayri tutun ve daha hassas bir temizleme prosediirii (mekanik temizlik ve asindirici
temizleyicilerden kaginin) uygulayin.

+ Renklianodize aliminyum aletler, geleneksel ve mekanik temizlik islemlerinde renklerini kaybedebilir.

+ Temizlikigin gerekiyorsa cihazi sokiin. Bununigin kullanim kilavuzu ve cerrahi teknikte verilen talimatlara veya ulasilabilen
ek bilgilere bakin veya talep edin.

Calisanin yaralanmasi ve aletlerin hasarlarini dnlemek igin, cerrahi islemler sirasinda ve ayrica tasima, temizleme,

/Q\ dezenfeksiyon, sterilizasyon ve paketleme asamalarinda cerrahi aletlerin sivri ve keskin kenarlarina dikkat edin. Kisisel
saglik ve glivenliginize 6ncelik verin ve kendinizi koruyun.

Mikrocerrahi, plaklar ve hassas aletler kimyasal veya manuel olarak temizlenmelidir. Ultrasonik temizleyiciye

konulmamalidir. Ayrica tiim temizlik ve sterilizasyon slireci boyunca, hassas mikrocerrahi alet uglarinin korunmasina 6zen
gosterilmelidir.

On Temizlik

Uyari: Dogrudan temizlik ve dezenfeksiyonunséz konusu oldugu durumlarda, 6n temizlik adimi atlanabilir. Otomatik temizlik islemi
yapilacak ¢ok fazla kontamine Cerrahi el aletlerinin, ultrasonik bir banyoda 6n temizlik yapilmasi énerilir.

Gerekli ekipman:

#+ Aletlerin tamaminiicine alabilece biytkliikte temizlik banyosu/kabi

+ Ek-1'de verilen kriterleri karsilayan manuel temizlik amach bir temizlik maddesi (sicaklik 50°C’yi asmamali) iceren yeni
hazirlanmis temizlik soliisyonu

#+ Yumusak/sert fircalar, sise fircalari ve kandlasyonlar icin temizlik telleri vb.

#+ Kisisel koruyucu ekipman (en azindan is 6nliigu, eldiven, yiiz/goz siperi)

+ Emici kagit

+ Enjektor (yikanacak kan(lasyonlarin biyiklGgiine bagli olarak 1-50ml hacminde).

Prosed ir

+ Cerrahi el aletlerini temizlik maddesi solisyonuna daldirin. Kagit havlu ve temizlik maddesi sollisyonuyla biriken Kkiri
¢ikarin.Menteseli aletlerin agiz kisimlarini agin.



+ Sollisyonun aletlerin tim ylizeylerine, kaniilasyonun vb. tiim parcalarina ulastigindan ve aletlerin icinde hava kalmadigindan
emin olun. Bunun igin gerekirse enjektor kullanin.

+ Uygun fircalar veya temizlik telleri kullanarak (genel olarak sadece yumusak fircalar kullanin, metal firca veya bulasik teli
kullanmayin) Cerrahi el aletini iyice temizleyin.

+ Deliciuglari, oyucuyivlerivedelgidislerigibikemik kesme 6zellikleriigin sikisert birfircakullanin.

+ Kanulasyonlar icin uygun captaki bir sise fircasini kullanin. Fircanin her bir kantilasyonun tam uzunlugundan en az ti¢ kez
gectiginden emin olun.

+ Temizlik soliisyonundan eser kalmayincaya kadar akan su altinda en az 1dk durulayin.

+ Kanulasyonlaravekordeliklere, mentese ve eslesen parcalararasindakibaglantilara 6zellikle dikkat edin. Bunlarinenaziic
kez enjektorle (hacim 1-50ml) tam olarak durulanmasi gerekmektedir.

+ Kir kalip kalmadigini géziinizle inceleyin ve gerekirse yukaridaki adimlari tekrarlayin.

4 Aletin emici kagit Gzerinde siiziilmesini bekleyin veya hemen temizlik adimina gegin.

Manuel temizlik ve dezenfeksiyon

Temizlik

Gerekli ekipman:

+ Cerrahi cihazi tamamen daldirabilecek buyiklikte ultrasonik banyo (frekans 25-50kHz, sicaklik - deterjan Ureticisinin

talimatlarina gére olmali).

# Ek 1'de verilen kriterleri karsilayan manuel temizlik igin tasarlanmis ve ultrasonik temizlik icin uygun deterjan (az kdpiiren ve

protein ¢6ziicli vb.) ve parlatici

+ Uygun firgalar (yalnizca yumusak firgalar, asla metal firgalar veya gelik yiin kullanmayin) veya cihazin tiim pargalarina ulasmak

icin temizlik telleri (kiiglk kanallar igin).

+ Enjektor (yikanacak kanallarin blyudklGglne bagl olarak 1 - 50 ml hacminde)

+ Durulamaamagli,yenihazirlanmissafsu, ultra-safsuveyasterilsu.

Prosediir:

+ Deterjan Ureticisinin talimatlarinda belirtilen konsantrasyon ve sicaklikta, temizlik sollisyonu iceren ultrasonik bir banyo

hazirlayin.

4+ Cihazitamamendaldirinvebanyoyuenaz15dkaktif haldetutun.

+ Uygun fircalar veya temizlik telleri (klicik kanallaricin) kullanarak ve kirin fircayla ¢cikmayabilecegi purizli ylzey ve hatlara

Ozen gostererek cihazi iyice temizleyin. Ek olarak, kanilasyonlara ve kor deliklere, mentese ve eslesen parcalar arasindaki

baglantilara 6zellikle dikkat edin. Kanilasyonlari enjektor ile en az li¢ kez durulayin.

+ Temizliksolisyonundan eser kalmayincaya kadar, belirtilen kalitede akan su altinda enaz 1dk durulayin. Kanilasyonlara ve

kordeliklere, mentese ve eslesen parcalar arasindakibaglantilara 6zellikle dikkat edin. Kanilasyonlarienjektér (hacim 1-50 ml)

ileenazlgkezdurulayin.

+ Ultrasonik banyodaki temizlik adiminin tamamlanmasindan sonra cihazin tizerinde fircayla giderilmesi gereken kabuk

baglamis kir kalirsa, temizlik adimi yukarida belirtildigi gibi tekrarlayin.

Dezenfeksiyon

Gerekli ekipman:

+ Sicakligl deterjan Ureticisinin talimatlarina uygun, Cerrahi cihazi tamamen daldirabilecek biyikliikte genis banyo.

+ Ek1'deverilen kriterleri karsilayan manuel dezenfeksiyon tasarlanmis ve uygulanan temizlik deterjaniyla uyumlu dezenfektan.

+ Enjektor (yikanacak kanallarin biylkligiine bagh olarak 1 - 50 ml hacminde).

4+ Durulamaamagli,yenihazirlanmissafsu, ultra-safsuveyasterilsu.

+ Filtrelenmis medikal basingh hava (varsa) veya temiz ve pamuksuz, tek kullanimlik bezler.

Proseddr:

+ Deterjan Ureticisinin talimatlarinda belirtilen konsantrasyon ve sicaklikta, dezenfektan soliisyonlu bir banyo hazirlayin.

+ Cihazi en azindan deterjan Ureticisinin talimatlarinda belirtilen siirede tamamen daldirin.

+ Kanilasyonlarienjektorileenaz3kezdurulayin.

+ Dezenfektan sollisyonundan eser kalmayincaya kadar, en az 1dk boyunca belirtilen kalitede akan su altinda durulayin.

Kantilasyonlaravekordeliklere, mentese ve eslesen pargalararasindakibaglantilara 6zellikle dikkat edin. Enjekt6r (hacim 1-50

ml)ile enaz5kez durulayin.

+ Medikal basingli hava ve temiz ve pamuksuz, tek kullanimlik bezlerle (gerekiyorsa temiz bir alanda en fazla 2 saat daha

kurumaya birakin) veya 110°C altinda bir firinda isitarak Cerrahi cihazi kurulayin.

# Gorsel olarak inceleyin ve gerekiyorsa tiim manuel temizlik ve dezenfeksiyon islemini tekrarlayin.
Dekontaminasyon/dezenfeksiyon islemi Cerrahi aletleri sterilize etmez. STERILIZASYON béliimiinde ana hatlariyla

A belirtildigi gibi ayrica islemlerden gegcmesi gerektigini hatirlayin.

Yikayici dezenfektor kullanarak otomatik temizlik ve dezenfeksiyon (&nerilir)

Gerekli ekipman:

+ Dogru sekilde monte edilmis, uygun, diizenli bakima ve teste tabi olmus, gerekli onaylanmis etkinlige sahip, yikayici

dezenfektor(6r.CEisaretiveyalSO15883serileriuyarinca FDAonayi)

+ Yeterli durulama adimlari ve aktif kurutma programi igin filtrelenmis hava (durulama yardimci maddelerin uygulanmasi

onerilmez, kalinti tehlikesi) ile onaylanmis termal dezenfeksiyon programi (A0 degeri >3000 -veya daha eski el aletlerinda-

90°C’de en az 5dk uygulama; kimyasal dezenfeksiyon programi 6nerilmez — cihaz lizerinde dezenfektan kalintisi tehlikesi)



# Yeni hazirlanmis saf su veya, ultra-saf su ile yapilan son durulama/dezenfeksiyon
#+ Ek-1'de verilen kriterleri karsilayan otomatik temizlik igin tasarlanmis deterjan ve parlatici.
Prosediir:
+ Otomatikyikayici-sterilizatorlericin daima lireticinin spesifikasyonlarina uyun ve nétr pH'li (6,0 - 8,5) serbest durulamali, az
koptren bir deterjan kullanin.
+ Cerrahi el aletlerini yikayici dezenfektore yerlestirin.
+ Kanulasyonlari yikayici dezenfektoriin durulama portlarina baglayin. Dogrudan baglanti miimkiin degilse, kanilasyonlari
dogrudan enjektor jetlerine veya enjektor sepetinin enjektor yakaliklarina konumlandirin.
#+ Elaletlerinin birbirine temas etmesini 6nleyin (yikama esnasinda hareket etmeleri adonize aletleri ¢izebilir, hasara yol agabilir
veya yikama islemi durabilir).
+ Cerrahi el aletlerini, kaniilasyonlar yatay olmayacak ve kor delikler agsagi dogru egim yapacak sekilde diizenleyin.
+ Makas gibi baglantili el aletleri acik pozisyonda olmalidir.
#* Yikayici dezenfektoriin programini (déngi) calistirin.
+ Dongl tamamlandiginda, yikayici dezenfektorii bosaltin.
# Her aleti kir kalintisi ve kuruluk yoniinden gérsel olarak inceleyin.
+ Kirkaldiysa, temizlikisleminiontemizlikasamasiyla birlikte tekrarlayin. Kalanislakhk medikal kalitede basinglihava, temizve
pamuksuz, tek kullanimlik bezlerle (gerekiyorsa temiz biralanda enfazla 2 saatdaha kurumaya birakin) veya 110 °C'nin altindaki
bir firinda 1sitilarak giderilebilir .

Kimyasal artiklarin alette kalma olasiligina baglh olarak kimyasal dezenfeksiyon programlari tavsiye edilmez. Bu artiklar
sterilizasyonun etkililigi ile etkilesebilir.
Kurutma
+ Aletler, paketlenmeden ve steril edilmeden once iyice kurutulmali ve kalan tim nem uzaklastiriimalidir. Dis yiizeyleri
kurutmak igin yumusak, emici bir havlu/bez kullanin. Kurutma islemine yardimci olmak igin ek olarak basingli hava veya %70
alkolle durulama kullanilabilir.
Yaglama / Montaj
+ Ikiden daha fazla parcadan meydana gelmis hareketli cerrahi aletlerde yaglama énemlidir. Mafsallarin, kilitlerin ve
hareketli pargalarin yaglanmasina 6zel dikkat gosterilmelidir. Yalnizca kuru aletleri yaglayin.
+ Aletleri sepetlere veya tepsilere takmadan 6nce gerektigi gibi yeniden monte edin. Aletleri bikilmis uclar, cukurlar,
catlaklar, yanlis hizalama ve korozyon acisindan inceleyin. Lekeli, rengi atmis veya hasar gérmds aletleri ¢ikarin. Her aletin
dogru sekilde calistigini dogrulamak icin calisan parcalari mekanik olarak test edin.

Mineral yag, petrol veya silikon bazli Grlinler kullanmayin. Kutu kilitleri ve baglantilari yaglamak icin, sterilizasyondan

once silikon icermeyen, suda ¢o6zUinur bir yaglayici kullanin.
inspeksiyon/Gozlem
Sterilizasyon hazirligindan 6nce tim cerrahi el aletleri incelenmelidir. Bunun igin, yeterli aydinlatma kosullari altinda blyltec
kullanilmadan yapilan gorsel inceleme yeterli olacaktir. El aletlerinin tim pargalari gorinir kir ve/veya korozyon yoniinden
incelenmelidir.
+ Cihazlarda hasar veya asinma olup olmadigini gorsel olarak inceleyin. Kirik, catlak, yontulmus veya asinmis pargalari veya
yuzeyleriolan aletler kullaniimamali ve yenisi ile degistirilmelidir.
+ Matkaplarin ug ve keskin kenarlarinin piriizsiiz ve kesintisiz oldugunu, kesme performansini olumsuz etkileyebilecek
bilyik catlaklar veya talaslar icermedigini kontrol edin.
+ Eslesen ylizeylerin amaglandigi gibi calistigini ve gli¢ saglayan cihaz aray(zlerinin komplikasyonsuz oldugunu dogrulayin.
4+ Ayrica asagida ver alan gézlemlere 6zen gosterilmelidir:

o Birlesme yuzeyleri, menteseler, esnek oyucularin saftlari gibi kir toplayan yerler,

o Girintili 6zellikler (delikler, kanilasyonlar vb.),

o Kirin cihazla temas halinde bastirilabildigi 6zellikler, 6rnegin kesme ucuna komsu delici yivleri, delgilerin dislerinin

yani ve raspalar,

o Keskinlik ve hasar agisindan kesme kenarlari kontrol edilmelidir.
#+ Ayrica uygun oldugunda asagidakiislevsel kontroller de yapiimalidir.
+ Monte edilebilen el aletleri dlizglin montaj agisindan kontrol edilmelidir.
+ Hareketli parcalara sahip cerrahi el aletleri dogru calismayi kontrol etmek Ulizere pratik uygulama yapilmalidir.
#+ Rotasyonel aletler (delici uglari, oyucular vb.) dizlik agisindan kontrol edilmelidir (bu aleti diz bir yizeyde sadece
dondiirerek kontrol edin).
#+ Esnek aletler (intramediiller oyucular vb.) hasar agisindan kontrol edilmelidir.
Not: Cerrahi aletlerin tekrar kullanimi ve sterilizasyonu dénglstnin (strekliligi) kullanim 6mri Uzerine etkisi vardir. Cerrahi
el aletlerinden yararlanma siiresi, kullanan saglik profesyoneli, her kullanimdaki yéntemler ve siire ile bu kullanim arasindaki
tasima/ellecleme dahil olmak tzere pek ¢cok faktére baghdir. Bu nedenle normalde tekrar kullanilabilen cerrahi el aletleri igin
uygun olan maksimum kullanim sayisi belirtmemektedir. Cerrahi el aletinin kullanim dmrinin sona erip ermedigini

belirlemenin en iyi yolu cihazin kullanilmadan 6nce dikkatlice incelenmesi ve fonksiyonel testin yapiimasidir.
+ Daha fazla ayrintiicin Ek 2’ye bakin.



Resim 1. (A) Agiz kismi kirik bir kemik kirici (bone/nail cutter) ve (B) keskin ucu kirilmis ve korozyona ugramis bir osteotom

4. STERILiZASYON ONCESi PAKETLEME
CiftPaketleme
= Cerrahialetler; uygun ise 6zel tepsilere monte edilmelidir. Tepsiler ¢ift sarilmalidir. Bliylk polimer bilesenler iceren tepsiler
icin kurutma siiresi 45dk’ya kadar uzatilabilir. Son olarak sterilize edilen cerrahi el aletlerinin ambalajlanmasi icin asagidaki
gereklilikler yerine getirilmelidir:

o ENISO 11607 standart serileri,

o Buharli sterilizasyona uygunluk,

o Aletlerin ve sterilizasyon ambalajlarinin mekanik hasara karsi yeterli korunmasi,

o Aletve implant tepsisinin agirligina uygun olarak derecelendirme.
Sterilizasyon Konteyneri
= Yaygin olarak kullanilan ¢ift paketli sterilizasyon yontemine ek olarak, yeniden kullanilabilir cerrahi el aletlerinin sterilize
edilmesi icin konteynerlerin kullanilmasi dnerilmektedir.
Not: Yikleme ve ambalajlama konfiglirasyonlarina bagl olarak, ayrilabilir goéz tepsileri i¢in modifiye kurutma islemi
gerekebilir. Kurutma siiresinin 45dk’ya c¢ikarilmasi ya da ayrilabilir goz tepsilerinin iki pargaya ayriip tam boyutlu
konteynerlerde yan yana konmalari tavsiye edilmektedir. ilgili kurutma siiresini kullanilan sterilizasyon ekipmani ile
dogrulamak hastanenin sorumlulugudur. Sterilizasyon Konteynerlerinin kullanimi igin litfen Sterilizasyon Konteyner
Sistemleri Kullanim Talimatlarina bakin.

5. STERILIiZASYON

=+ Aletlerin sterilizasyonu su buhari (otoklavlar) veya etilen oksit (EtO) gazi ile gergeklestirilebilir. Bununla birlikte buharli
sterilizasyon islemlerini onerilmektedir. Cerrahi El Aletlerinin buharli sterilizasonu (otoklav) sonucu steril oldugu
dogrulanmigstir; ancak otoklavin tasarimi ve performansi sterilizasyonun etkililigine etki edebilecegi akilda tutulmalidir. Her
sterilizasyon isleminde cesitli indikatorler vb. ile aletlerin steril oldugunun dogrulanmasi gerekmektedir.

Termolabil malzemeler iceren cerrahi el aletleri otoklavda ek yiklere maruz birakilmamahdir.

Sterilizasyonislemi

4 On vakum (otoklav iginden hava c¢ikariimasi) islevi olan buharli otoklav sterilizasyonu tavsiye edilmektedir. Otoklavlar EN
285/EN 13060, EN I1SO 17665 ve ANSI AAMI ST79'a gore valide/kalibre edilmeli, bakimi yapilmali ve kontrol edilmeli ve
bunlarin gerekliliklerine uymaldir.

= Cerrahialetler, uygun ise agzi acik bir konumda veya demonte olarak paket edilmelidir. Aletler sert kaplar, dokunmus veya
dokunmamis malzemeler iginde paketlenebilir. Ambalaj, steril alanda kullanim igin agilana kadar aletlerin sterilitesini



saglamali ve iceriklerin kontaminasyon olmadan ¢ikarilmasina izin vermelidir.

#+ Eksiksiz cerrahi aletler konteynerlerinin/tepsilerinin sterilizasyonu igin bir otoklav dénglist dogrulanmistir. Aletler tepside
saklandiklari sekildeki montaj kosulunda sterilize edilmelidir. Yani, tepsideki braketler veya girintiler monte edilmis hallerinde
cok bilesenli aletleri barindirmak (izere tasarlanmissa, sterilizasyon igin bu aletlerin demonte edilmesine gerek yoktur.
Asagida gosterilen islem parametreler 6nerilmektedir:

+ Sterilitenin, saglk tesisinin ekipman ve siregleri ile saglanan parametreler kullanilarak dogrulanmasi ile ilgili nihai
sorumluluk saghk tesisine aittir. Optimum islemeyi saglamak lzere tim dongiler ve yontemler farkl sterilizasyon hazneleri,
ambalaj yontemleri ve/veya cesitli yikleme konfiglirasyonlari igin valide edilmelidir.

4+ Ornek bir sterilizasyon prosesi

Minimum Maruz Kalma Siiresi
Sterilizasyon Yontemi Sicaklik Paketlenme (sarili) Konteyner Sistemi
Prevakum 132°-135°C(270°-275°F) |4dk 4dk (klasikveya kutu delikli)
Gravity 121°-123°C(250°-254°F) |15-30dk 40dk (sadece kutu delikli)
132°-135°C(270°-275°F) |10-25dk 30dk (sadece kutu delikli)

1USS On Vakum (He.rpen 132°C/270°F 3dk (g{)zeneks!z Ur[]nnler) o
kullanim buhar sterilizasyonu) 4dk (gbzeneksiz ve gozenekli tirlinler)
1USS Gravity 132°C/270°F Kullanim igin Uretici talimatina bakin

Concentration: 725mg/L
Etilen oksit (EtO) 55°C/131°F Exposure Time: 60 minutes

Humidity: > 50%

Aeration: 8 hours (minimum)

4+ Alternatif bir sterilizasyon prosesi

Yontem EN ISO 17665 veya ANSI/AAMI ST79 uyarinca buharli isi sterilizasyonu
Doéngii On Vakum veya fraksiyonel basingli hava ile doymus buhar

Maruz Kalim Siiresi® | 3-4 dk. (DSO ve Robert Koch Institute vb. nerilerine uymak lizere 18dk’ya kadar uzatilabilir).

Sicakhk 132-137°C(270-277 °F)veya134-138°C(273-280°F)
Kurutma Siiresi! 30 dakika (minimum, haznede)
Soguma Siiresi 60 dakika (minimum, oda sicakliginda)

! Maruz kalim siiresi: Yikiin ve tim odanin sterilizasyon sicakliginda oldugu stire
! Kurutmasiiresi: Buharin odadan cikarildigi ve uzatilan bosaltma veyasicakhavaveyadiger gazlarin enjeksiyonu ve ekstraksiyonu ile kondansatin
ylkten buharlastiriimasinaizin vermek icin oda basincinin azaltilmasi sirasindaki stire. Kurutma siresi yiikiin konfiglirasyonuna, sarilma yontemine

ve malzemeye bagliolarak degisiklik gosterdiginden, saglik tesisinin, uygun kurutma stresini kullanilan sterilizasyon ekipmaniile dogrulamasi
gerekmektedir.

- Basarili bir sterilizasyon i¢in, otoklav kabini, sterilizasyon konteynerleri ve icindeki paketli steril malzeme (cerrahi el aletleri
ve implantlar gibi) icinde su/nem kalintilari olmamalidir. Islak bir paket ve asiri nem mikroorganizmalarin Gremesi icin uygun
ortamlar olusturabilir ve biyolojik kirlenme (kontaminasyon) sorunlarina neden olabilir.
- Bu nedenle; cerrahi 6ncesi ameliyathanede, sterilizasyon konteynerinin icinde biyolojik ve kimyasal indikatérlerin kontroliu
ile birlikte, ayrica konteyner tabaninda su/nem olup olmadigi, cerrahi bezlerin nemli olup olmadig kontrol edilmelidir.
- Otoklava ait problemler (6rnegin basing ve vakum sistemindeki hatalar, tahliye filtresinin tikali olmasi vb.) ve/veya
operator hatalari (konteynerin filtre kisminin malzeme ile kapatilmasi, otoklavin ¢ok fazla malzeme ile doldurulmasi,
otoklavin tahliye kisminin kapatilmasi, yanlis sterilizasyon doéngilsiu secilmesi vb.) sonucunda steril olmamis, korozyona
ugramis ve/veya lekelenmis cerrahi el aletlerinden uretici ve yetkili temsicileri sorumlu degildir.

Tek kullanimlik implant ve aletler yeniden kullanilmamalidir. Yeniden kullanilabilir aletler icin “ylksek hizli” sterilizasyonun
/—Q\ kullaniimasi tavsiye edilmemektedir.

6. SAKLAMA

+ Sterilizasyondan sonra, sterilizasyon ambalajlarindaki cerrahi el aletleri kuru ve tozsuz bir ortamda saklanmalidir.

+ Cerrahi aletlerin raf 6mri; steril bariyere, saklama sekline, cevresel ve kullanim kosullarina bagh olarak 1 yila kadar
uzayabilmektedir.

#+ Sterilize edilmis cerrahi el aletleri icin maksimum raf émrii kullanimdan &énce her bir saglik tesisi tarafindan
tanimlanmalidir.

+ Depoda saklama kosullari aciklanmali. Etiket istiindeki bilgilere bak. Oda sicakliginda saklanmali ve nem %80’i asmamall.
Uyanilar

+ Kesici ve delici cerrahi aletlerini size, cevrenizdekilere ve hastaya zarar vermesini engelleyecek sekilde ellegleyiniz.

% Cerrahi el aletleri tibbi sinif paslanmaz - 1siya dayanikli gelik, titanyum ve aluminyum ile bu metallerin alasimlarindan
Uretilmistir. Paslanmaz cgelik igeriklerinden dolayi, cihazin yliksek manyetik alanlardan uzak tutulmasi gerekmektedir.

%+ Ayrica cihaz elektrik iletimi yapabilir ve bu nedenle harici elektriksel temaslardan uzak tutulmalidir.

#+ Cerrahi aletler istem disi elektro koter ile etkilesime sokulmamalidir. Elektrik iletisi sonucu koter yanigi olusma riski
vardir.

# Cihazlar radyasyondan etkilenmezler, radyoopaktirlar, radyasyon biriktirmezler.



+ Elaletleri oda sicakliginda ve %80’i agsmayan bir nem oraninda saklanmall.
+ [letken olduklari igin tam sogumadan ameliyathane kullanilmamalidir.

7. BAKIM VE ONARIM

#+ Makas ve klemp gibi birden cok parcadan olusan hareketli cerrahi el aletlerinde, siirtiinme bagli olarak zaman icinde
korozyon ve asinma olabilir. Bu problemi azaltmak icin el aletlerinin diizenli olarak bakimi ve gereginde tamiri yapilmalidir.

+ Cerrahi El Aletleriniz tamir veya bakim gerektiriyorsa, aletleri korumak igin stinger, koplik, balonlu naylon vb. bir koruyucu
ile sarip saglam bir kutu icinde iade edin.

% Onarim icin iade edilen aletler icin; her aletin iyice temizlendigini ve dezenfekte edildigini belirten kullanici beyani
olmalidir. Temizleme ve dezenfeksiyon kanitinin saglanamamasi, ayrica bir temizlik Ucretine ve cihazinizin onariminin
gecikmesine neden olacaktir.

# Onarilan triinler, normal olarak cerrahi amaglarla kullanildiginda iscilik ve parcalar i¢in 90 giin garantilidir. Kusurlu oldugu
kanitlanan herhangi bir isgilik veya parga, yetkilinin takdirine bagl olarak, misteriye (licretsiz olarak degistirilecek veya
onarilacaktir.

8. SIKAYETLER

#+ Cerrahi el aletleri ilgili herhangi bir sikayeti olan veya lriiniin kalitesi, kimligi, dayanikhligi, givenilirligi, glivenligi, islevselligi
ve/veya performansindan memnun olmayan saglik profesyoneli yetkili satiyici bilgilendirmelidir.

#+ Aletin arizalanmasi ve/veya hasara neden olmasi veya ciddi sekilde yaralanma veya 6liim halinde, yetkili satici derhal yazili
olarak, telefon, faks vb. ile bilgilendirilmelidir. Sikayet formunu doldururken litfen sikayet nedeni bolimiini doldurunuz.
Alet/aletlerin seri numarasi ve lot numarasi, sikayetin agiklamasi, adiniz ve adresiniz ve distribt6ri icin yazil bir cevap raporu
isteyip istemediginizi belirtiniz.

9. SEMBOLLER

ToT Lot numarasi

Model no / referans no (katalog numarasi)
&I Uretim tarihi

LTI Uriin barkodu

Etiket (izerinde sunulamayan uyari ve 6nlemler icin kullanma kilavuzuna basvurunuz

>

Nem sinirlamasi sembolii: %80 nem oranini asmayan ortamlarda depolayiniz

S

2
S

Yeniden kullanmayiniz
Ambalaji hasar gormusse kullanmayiniz

Kullanma kilavuzunu okuyunuz

Steril degildir

P E@®

10. REFERANSLAR (YALNIZCA BAZI ULKELER ICIN)

AAMI TIR 30:2011, bolim 7.5: A Compendium Of Processes, Materials, Test Methods, And Acceptance Criteria For Cleaning Reusable
Medical Devices

ANSI AAMI ST81.: Sterilization Of Medical Devices - Information To Be Provided By The Manufacturer For The Processing Of Resterilizable
Medical Devices

ANSI/AAMI ST77: Containment devices for reusable medical device sterilization

ANSI/AAMI ST79: Comprehensive guide to steam sterilization and sterility assurance in health care facilities

EN 10270-3 / EN 10088-1: Steel wire for mechanical springs. Stainless spring steel wire

EN ISO 11607: Packaging for terminally sterilized medical devices

EN ISO 17664: Processing of healthcare products- Information to be provided by the medical device manufacturer for the processing of
medical devices

EN ISO 17665: Sterilization of health care product- Moist heat-Part 1: Requirements for the development, validation and routine control
of a sterilization process for medical devices

ISO 15883 serileri: Washer-disinfectors — Part 1: General requirements, terms and definitions and tests

Diinya Saglik Orgiitii (WHO) ve Robert Koch Institute'iin (RKI) maruz kalim siiresine iliskin dnerileri: WHO/CDS/CSR/APH/2000.3, Ek III,
boliim 2, 6. RKI "Bundesgesundheitsblatt" iletisimi, Nisan 2002, 45:376-394, tablo 11



EK-1
TEMIZLIKTE KULLANILAN TEMIZLiK MADDELERi VE DEZENFEKTANLAR
+ Aliminyum alasimdan Uretilen cerrahi el aletlerinin temizligi ve/veya dezenfeksiyonu igin pH nétr enzimatik deterjanlar
kullanilmahdir. Aliminyum ile kimyasal olarak tepkimeye girebildigi ve el aletinde hasara neden olabildiginden dolayi, glicli
alkali deterjanlar, iyodin veya klorin iceren sollisyonlarla temastan kaginilmalidir.
#+ Otomatik temizlikte (yikayici dezenfektor) orta alkali deterjan ve parlaticilar (pH 10,9'a kadar) tercih edilmelidir. Ancak,
yalnizca bu makinelerde kullanilmasi dnerilen maddeleri kullanmaniz tavsiye edilmektedir. Tim durumlarda:
o Temizlik maddesi ve/veya dezenfektan tedarikgisi tarafindan saglanan endikasyonlari, talimatlari ve uyarilar takip
edin,
o Yalnizca metal ve plastikten Uretilen cerrahi el aletlerinin temizligi ve/veya dezenfeksiyonu igin tasarlanmis
deterjanlari segin ve
o Yalnizca onayh etkililige sahip dezenfektanlari segin (CE, FDA, VAH/DGHM vb. onay veya isareti arayin).
Asagida listelenen maddelerin secilen temizlik veya dezenfeksiyon deterjaninin malzemesi olmadigindan emin olun:
o Organik, mineral ve oksitleyici asitler (minimum kabul edilen pH degeri 5,5)
Glglu kal suyu (maksimum kabul edilen pH degeri 10,9)
Organik ¢ozuculer (aseton, eter, alkol, benzin vb.)
Oksitleyici ajanlar (peroksitler, hipokloriir vb.)
Halojenler (klordr, iyodin, brom vb.)
Aromali, halojenli hidrokarbonlar.

O O O O O

EK-2

YENIDEN KULLANILABILEN ESNEK OYUCULARIN YENIDEN iSLENMESi

Yeniden isleme:

Yeniden kullanilabilir esnek oyucularin temizlik bakimindan zahmetli el aletleri oldugu diistiinilmektedir. Her durumda temizlik,
sterilizasyon, inceleme ve bakim talimatlarina kesinlikle ve hassasiyetle uyulmasi gerekmektedir. Ayrica, asagidaki teknik tavsiyelerin
de uygulamaya dahil edilmesi gerekmektedir:

+ Biriken kirin uygulamadan hemen sonra kagit havlular giderilmesi gerekmektedir. Ek olarak, el aletlerinin, icinde aldehit
icermeyen bir dezenfektan ¢ozelti bulunan bir kiivette yikanmasi veya bu kiivete aktarilmasi dnerilmektedir. Kirin saftlar
kullanildiktan hemen sonra ¢ikarilmamasi durumunda, sonraki sterilizasyonlarda kalici olarak kabaracak olan kabuklanmanin
meydana gelme ihtimali vardir.

+ Kirin giderilmesini kolaylastirmak icin her fircalama veya yikama esnasinda esnek oyucu saftinin esnetilmesi ve dondirilmesi
gerekmektedir.

% Otomatik temizlikisleminin manuel ydonteme tercih edilmesi ve mimkiin oldugunca kullaniimasi gerekmektedir. Otomatik
temizlik islemi daha yiiksek bir tretilebilirlik ve glivenilirlige sahiptir.

+ Otomatikydntem: Kanilasyonu yikayici dezenfektoriin durulama portlarina baglayin. Dogrudan baglanti mimkin degilse,
kanilasyonlari dogrudan enjektor jetlerine veya enjektor sepetinin enjektor yakaliklarina konumlandirin.

+ Manuel yéntem uygulandiginda, 6n temizlik asamasinin yerine getirilmesi gerekmektedir. Bu asamanin ultrasonik bir kiive tte
yerine getirilmesi onerilmektedir.

+ Koruyucu Bakim: Cerrahi aletin kullanim 6mriiniin sona erip ermedigini belirlemenin en iyi yolu, cihazin sterilizasyona
hazirlanmadan dnce dikkatlice incelenmesi ve fonksiyonel testlerin yapilmasidir. Deforme olmus spiral, aletin temizligiicin bir
risk olusturacagindan ve kirin spirale girmesine yol agacagindan, 6zellikle spiral elemanin hasar bakimindan gézle kontrol ed ilmesi
gerekmektedir.

+ Esnekoyucusaftlari, kontrolliiislem ortaminda sabit paslanmaz cihaz gelikleri kullanilarak tGretilmekte ve kullanim 6 mdrleri
boyunca oksidasyonun (korozyon) 6nlenmesi amaciyla esnek oyucu saftlarina inert gaz kosullarinda kaynak yapilmaktadir.
Temizlik ve Dezenfeksiyon isleminin Tanimlanmast:

Esnek oyucu saftlari, agiklanan otomatik ve manuel yéntemlerin nitelendirilmesi amaciyla standart hale getirilmis mikrobiyolojik
etkinlik kontrol calismalarina tabii tutulmustur.

Saftlar, sporiceren yapay kir ile en-k6tli durum (worst-case) kosullarinda kontamine hale getirilmistir. Saftlarin talimatlara gore
yenidenislenmesinden sonra, sporlardakiazalma belirlenmistir. Manuel ve otomatik yéntem ayri ayri nitelendirilmistir. Spor sayisinda
en az3 logasamalik birazalma kabul edilebilir olarak kabul edilmistir.

EK-3

TIBBi EL ALETLERININ DUZGUN GALISTIGINI KONTROL ETME KILAVUZLARI

Asagidakikilavuzlar coklukullanim igin etiketlenen tiim cerrahielaletlerine uygulanmalidir. Asagidaagiklanantimfonksiyonel kontroller
veincelemeler diger aletlerle veya bilesenlerle araylizlerini de kapsar.

Asagidakiariza modlari Girtiniin Smriinin bitmesinden, yanhs kullanimdan veyayanlis bakimdan kaynaklanabilir.

Normalde tekrar kullanilabilen Cerrahi el aletleriicin maksimumkullanim sayisi belirtmemektedir. Bu el aletlerinden faydalanma
suresi, her kullanimdakiyontemvessireile bu kullanimarasindaki tasimadahil olmak (izere pek gok faktére baglidir. Cerrahicihazin
kullanim émriiniin sona erip ermedigini belirlemenin en iyi yolu cihazin kullanilmadan 6nce dikkatlice incelenmesi ve fonksiyonel




testin yapilmasidir. Ancak, belli aletler icin &mdir sonu ya kullanim sayisiylaya da son kullanma tarihi ile tanimlanmis, dogrulanmis ve
belirtilmistir.
Coklu kullanilan Delici Uglari igin fonksiyonel kontrol
Aciklama ve Fonksiyon: Coklukullanilandeliciuglari, kaniile delici uglari, delgiler, tapalar, cekirdek deliciler
Olasi Ariza Modlar:

4+ Kusurlu kaplin ucu (asinmig) =

Kor ve kesmeyen kesici yivleri

Uglar, heliks bobin, bikall
Koruyucu Bakim: Diizenli fonksiyonel kontrol ve gorsel inceleme. Ariza durumunda alet degistirilmelidir ve kullanilmamalidir.
Oyucular igin Fonksiyonel Kontrol
Aciklamave Fonksiyon:intramediileroyucu,oyucu kafalari, oyucu safti.
Olasi Ariza Modlar:

+ Kusurlu kaplin ucu

+ Kor ve kesmeyen kesici yivleri

+ Uclar, oyucu saftinin heliks bobini deforme olmus
Koruyucu Bakim: Diizenli fonksiyonel kontrol ve gérsel inceleme. Ariza durumunda alet degistirilmelidir ve kullanilmamalidir. Kirin
saftlar kullanildiktan hemen sonra gikarilmamasi durumunda, sonrakisterilizasyonlardakaliciolarak kabaracak olan kabuklanmanin
meydana gelme ihtimali vardr.
Esnek oyucunun hasar gérmesini 6nlemek igin safti asiri derecede egmeyin. Referans olarak, maksimum egme ¢apinin uzunlugun
yarisini gegmemesi gerektigi verilebilir.
Yeniden kullanilabilir esnek oyucularin yeniden islenmesine dair ayrintili bilgi almak igin Ek-3'e bakin.
Tornavida Bigaklari igin Fonksiyonel Kontrol
Aciklama ve Fonksiyon: Kendindenkilavuzlulukislevliveya buislevesahipolmayan gesitlitasarimli stirtict baglantili tornavidalar.
Olasi Ariza Modlar:

+ Bicagin deformasyonu (bikili) #

Bigagin deformasyonu (yuvarlak)

+ Bicagin fonksiyonsuz kendinden kilavuz mekanizmasinin kirilmasi

+ Vida bashginin karsilik gelen slriicl baglantisi yuvarlak veya asinmistir.
Koruyucu Bakim: Kendinden kilavuzlu tornavidalarin mekanizmasi i¢in uygun bir alet spreyi kullanin. Diizenli fonksiyonel kontrol ve
gorsel inceleme. Ariza durumunda degistirin ve kullanmayin. Karsilik gelen 6gelerin normal fonksiyonel kontrolii (tornavidalar -
vidalar).
Tork Sinirlayicilar igin Fonksiyonel Kontrol
Aciklamave Fonksiyon: Acmamekanizmaliveya mekanizmasiztimtorksinirlayiciveyagostermeel aletleriiniigerir.
Olasi Ariza Modlar:

+ Asinma nedeniyle ariza

4+ Korozyon veya kontaminasyon
Koruyucu Bakim: Kendindenkilavuzlutornavidalarin mekanizmasiiginuygunbiraletspreyikullanin. Tork dogrulugunun tork testcihazi
ile sik kontrolii, normal fonksiyonel ve gérsel inceleme endikeise. Ariza durumunda alet degistirilmelidir ve kullanilmamalidir.
Biikme Aletleri igin Fonksiyonel Kontrol
Aciklama ve Fonksiyon: implantlari biikkmek igin kullanilan aletler
Olasi Ariza Modlar:

+ Komsu ylizeyler arasinda korozyon

+ Farkh metallerin eslesmesi arasinda korozyon

%+ Sik kullanilan fonksiyonel ylizeylerde korozyon

+ Lazer oymada korozyon

+ Bukik veya hasarli kenarlar 6zellikle fonksiyonel alanda, implantin hasar riskini ifade eder.
Koruyucu Bakim: Diizenli fonksiyonel kontrol ve gérselinceleme. Hareketli parcalar ve mafsalli ylizeylerin timinin mekanizmasiigin
uygun bir cihaz spreyikullanin. Kullanimdan veya temizlikten sonra kalintilar igin tiim bosluklari kontrol edin ve gerekirseortadan
kaldirin.Ariza durumunda alet degistirilmelidir vekullaniilmamalidir.
Makas ve Kesme Aletleri icin Fonksiyonel Kontrol
Aciklamave Fonksiyon: Dokuve kemik malzemesikesmekicinkullanilantiimaletler (makasveya osteotomlar gibi) ve ayricaimplantlari
kesmekicin kullanilan tim aletler (kesiciler gibi).
Olasi Ariza Modlart:

+ Kesme kenari hasarli, kesme fonksiyonu artik tam olarak verilmiyor.

+ Yay hasarl, artikilasyon diizgiin calismiyor.
Koruyucu Bakim: Hareketli parcalar ve mafsalli yiizeylerin tiiminin mekanizmasi i¢in uygun bir cihaz spreyi kullanin. Aletleri dikkatli
tastyin. Aletin kesme kenari klinik kullanimdan 6nce incelenmelidir. Kesme fonksiyonu, aletin kesme kenari veya ucu hasarliysa
kisitlanabilir. Mafsalli aletlerin bakimiigin silikon icermeyen, mineral icermeyen yag bazli yaglayici kullanimi tavsiye edilir. Ariza
durumundaalet degistirilmelidir ve kullaniilmamaldir.




Hedefleme El aletleri igin Fonksiyonel Kontrol
Aciklama ve Fonksiyon: implantlarin (tirnaklar, plaklar) kilitleme deliklerini hedef alan Hedef El aletleri
Olasi Ariza Modlari:
4+ Cihazin carpilmasinin neden oldugu
isaretler + Polimerde catlaklar
4+ Diglilerin hasari
#+ Tirnak adaptériniin deformasyonu
4+ Dizeltme pininin yer degistirmesi
Koruyucu Bakim: Hareketli parcalar ve mafsalli ylizeylerin tiimiinin mekanizmasi icin uygun bir cihaz spreyi kullanin.
Dikkatli tasiyin. Hedef El aletlerine vurmayin. Ariza durumunda alet degistirilmelidir ve kullanilmamalidir.

Delici Kilavuzlari icin Fonksiyonel Kontrol
Aciklama ve Fonksiyon: Delme sirasinda kullanilan yumusak doku koruyucu kiliflari
Olasi Ariza Modlari:
4+ Cizik dis yuzey, kilifin uglarinda centikler
Koruyucu Bakim: Hareketli parcalar ve mafsalli ylizeylerin timiiniin mekanizmasi i¢in uygun bir cihaz spreyi
kullanin. Ariza durumunda alet degistirilmelidir ve kullaniimamalidir.

Forseps, Kelepgeler ve Tutma Aletleri icin Fonksiyonel Kontrol
Aciklama ve Fonksiyon: Kemik fragmentlerini yeniden pozisyonlandirma; Tel tel gergisi ile gerilim altina koyulduktan
sonra telikelepgceleme
Olasi Ariza Modlari:

+ Deforme fonksiyonel yiizeyler (6r. disler ve kilitleme

mekanizmasli) % Kollar arasinda aciklik

#+ Komsu ylzeyler arasinda korozyon

#+ Farkli bilesenlerin eslesmesi arasinda

korozyon =  Sik kullanilan fonksiyonel

ylzeylerde korozyon = Lazer oymada

korozyon

+ Kelepceleme diskinin korozyonu baski altina alindiginda diskin kirilmasina yol agabilir.
Koruyucu Bakim: Hareketli parcalar ve mafsalli ylizeylerin timUnin mekanizmasi i¢in uygun bir cihaz spreyi
kullanin. Ariza durumunda alet degistirilmelidir ve kullaniimamalidir.
Tel destegini ve ozellikle de kelepgeleme diskini yeniden kullanmadan 6nce daima inceleyin. Korozyon isaretleri veya
¢atlak durumunda, tel destek kullanilmaz.
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INSTRUCTION FOR USE FOR SURGICAL INSTRUMENTS
1. INTRODUCTION

4 This document is created according to
o Medical Devices Regulation (MDR) EU 2017/745
ISO 13485 (Medical Devices, Quality management systems, Requirements for regulatory purposes),
ISO/TC 170 (Surgical instruments)
ISO 7153-1:2016 (Surgical instruments — Materials — Part 1: Metals)
ISO 7151:1988 (Surgical instruments — Non-cutting, articulated instruments — General
requirements and test methods)
o IS0 7741:1986 (Instruments for surgery — Scissors and shears — General requirements and test
methods)
o IS0 5832-1:2016 (Implants for surgery — Metallic materials — Part 1: Wrought stainless steel)
o 1S0O 12010:2019 (Water quality — Determination of short-chain polychlorinated alkanes (SCCP) in
water — Method using gas chromatography-mass spectrometry (GC-MS) and negative-ion chemical
ionization (NCl))
o 1SO 13402:1995 (Surgical and dental hand instruments — Determination of resistance against
autoclaving, corrosion and thermal exposure
o 1SO 17664 (Processing of health care products - Information to be provided by the medical device
manufacturer for the processing of medical devices,
o SO 17665-1:2006 (Sterilization of health care products - Moist heat - Part 1: Requirements for the
development, validation and routine control of a sterilization process for medical devices),
o IS0 11607-1:2019 Packaging for Terminally Sterilized Medical Devices — Part 1: Requirements for
Materials, Sterile Barrier Systems and Packaging Systems,
o ISO 11607-2:2019 Packaging for Terminally Sterilized Medical Devices — Part 2: Validation
Requirements for Forming, Sealing and Assembly Processes, requirements.
4 This document is provided with assembly and disassembly instructions for multi-component surgical
handpieces that need to be disassembled before cleaning, and the instructions for use included with the
products.

2. PRODUCT INFORMATION

Intended Purpose

% Surgical instruments are produced to use by surgeons and facilitate to surgeon’s work during surgical
operation in complex and specific functions such as cutting, dissecting, drilling, pulling, reaming, tearing,
clamping, clutching, seeing the surgical site, hemostasia, engraving, scraping, measure the size, probing,
draining, aspiration, suturing, ligation, etc.

4 Additionally, to ease implant surgical plates and prostheses, surgical instruments are used.

% The surgeon in charge should decide which surgical instruments use to in surgical procedures.

4 It should not be used for any purpose other than surgical procedures.

Intended User Profile

Surgical instruments can only be used by healthcare professionals and only during surgical procedures.
Surgical procedures should only be performed by medical specialists who have had sufficient education in
anatomical structure or formation in which the surgery will be performed and who are familiar with surgical
techniques, or medical residency students under the responsibility of expert.

In addition, veterinarians may also use some surgical hand tools (the indication of which will be determined
by themselves) in surgical procedures belonging to their own branch.

Before performing a surgical procedure, should be reviewed to surgical literature about techniques,
complications, and hazards; should be read carefully all instructions for use about product safety
specifications before using. All materials and documents required should be provided by the authorized
distributor.

Product Description

Material Used for the Product

Surgical Instruments,

O O O O
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#+ |SO 7153-1:2016 (Surgical instruments — Materials — Part 1: Metals) It is produced from medical grade
stainless - heat resistant steel, titanium and aluminum and alloys of these metals in accordance with the
standard.
+ All surgical instruments; Manufactured from ISO 5832-1 stainless steel. The materials used for each
product can be seen in the product catalog and product list
+ Stainless steel; Due to its chemical (high corrosion resistance and biocompatibility) and physical (tensile
strengths; stainless steel's physical properties of fractures are the best) properties, they are mostly used in
the manufacture of surgical instruments and are validated raw materials.
+ Some parts of the instrument, such as the handle or body, are made of aluminum, fiber, silicone or plastic
for better holding of the instrument, applying force, and taking measurements during the surgical procedure.
(Table 1)
+ Steel; It is fully biocompatible, corrosion resistant and non-toxic to the human body.
4+ Reusable surgical instrument groups are shown in Table 2. Great attention must be paid to cleaning,
disinfection and sterilization procedures for reusable instruments.
4+ Disposable surgical handpiece groups are shown in Table 3. Since this group of hand tools are not designed
to work as intended after first use; should not be reused. Reuse may result in reduced reliability, performance
and/or compatibility of the instrument. In this case, the responsibility belongs to the user (responsible
surgeon).
+ Surgical instruments are sold non-sterile.
4+ Howeuver, it is in critical class according to ISO/FDA guidelines and Spaulding Classification Chart and
should be used sterile during procedures. For this reason, before the first use and every subsequent use,
ISO 17664:2017 (Processing of health care products - Information to be provided by the medical device
manufacturer for the processing of medical devices) and ISO 17665-1:2006 (Sterilization of health care
products) - Moist heat - Part 1: Requirements for the development, validation and routine control of a
sterilization process for medical devices) and should be cleaned, disinfected and sterilized according to the
procedures specified in this document.
4+ Surgical instruments do not implant.
ﬁ Use of surgical instruments other than the above-mentioned indications may result in damage or
breakage of the instruments. Proper cleaning, handling, sterilization, and standard routine
maintenance (such as sharpening, sharpening) will ensure that operate surgical instruments as intended and
extend their lifetime.
Inspect tools for possible damage, wear, corrosion, discoloration, or non-functioning parts before
use. Carefully inspect critical, inaccessible areas, connections, and all moving parts. Damaged,
incomplete, and inoperable surgical instruments should not be used. Contact your local sales
representative for repair or replacement.

Surgical Instruments Product Groups
1.SIs with Plastic, Polyethylene, etc. parts
1. Screwdrivers
2. Retractors
3. Drill Guides
2. Disposable Sls
1. Drill bits (4.5 mm and thinner ones)
2. Giggli saw wire
3. Class Ir SI Groups According to Intended Purpose
1. Cutter (Dissection) Sls
a) Scalpel Handles (Lancets)
a. Operating scalpel handles

b) Blades

a. Fistula knife

b. Tonsil knife

c. Resection knife
c) Scissors

a. Bandage scissors



Dissecting scissors
Iris scissors
Mayo scissors
Metzenbaum (Lahey) scissors
Micro scissors
Nail scissors
Operating scissors
Suture scissors
j. Vascular scissors
d) Trocars
e) Rongeurs
f) Saws
a. Bonesaws
i Powered saws
ii. Unpowered saws
g) Diathermy/Cautery
h) Elevators
2. Holder (Grasper, Clamper and Occluding) Sls
a) Clamps
a. Bulldog clamps
b) Hemostatic clamps
a. Mosquito clamps
c) Dissection clamps
d) Forceps
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Tissue forceps
Dissecting forceps
Ligature forceps
Artery forceps
Mosquito forceps
Hemostatic forceps
Bronchoscopy forceps
Biopsy forceps
Mixer forceps
Smoothed forceps
Toothed forceps (to grasp skin)
Allis forceps (for colporrhaphy (anterior and posterior repair))
. Babcock forceps (to grasp intestine and towels)
Stone forceps
e) Needle holders
a. Needle holder
b. Microvascular needle holders
3. Retractor (Dilatator, Exposing) Sls
a) Automatic (self-retaining) retractors
a. Adson self-retaining retractor
b. Balfour abdominal retractor
b) Retractors with blade
a. Retractor blade
c) Retractors without blade
a. Wolkmann retractors
b. Kocher retractors
c. Langenbeck retractors
d. Army navy / Farabeuf retractor
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a. Skin hooks



b. Bone hooks
c. Nerve/vessel hooks
d. Tendon hooks
e) Spatulas
f) Speculums
a. Vaginal speculum
4. Reamer, Driller Sls
a) AWL, drilling tip
b) Reaming Scrapper
c) Trocars
5. Scrapper SI
a) Curettes
b) Scrapper
c) Cutter and gujs
d) Spoons
6. Probes & Scopes
a) Double Ended Probe
b) Urethral sounds
c) Laryngoscopes
d) Anoscopes
e) Proctoscopes
f) Sigmoidoscopes
7. Suction & Aspiration Sls
a) Suction tubes
b) Tracheal tubes
8. Measurement Sls
a) Tape measure of oil cloth
b) Rulers
c) Calipers
9. Hammers Sls
a) Hammers
10. Markers Sls
11. Other Sls
a) Tromels
b) Instrument trays
c) Bathtub cover
d) Cotton box
e) Laboratory dish
f) Kidney tray
4. Special Sls
1. OrthopedicSls
a) Bone Drills
b) Bone Curettes
c) Bone Cutters
a. Osteotome
d) Bone Levers
e) Bone Holders
f) Bone elevators
g) Bone Rongeurs
h) Drill Guide
i)  Drill Bits
j)  Screwdrivers
k) Wire-Clippers
)  Wire-Benders




m) Wire-cutters
n) Femur retractors
o) Amputating knife
p) Cartilage scissors
2. Endoscopic Sls
3. Neurosurgery Sls
a) Neurosurgical scissors
a. Micro scissors
b) Micro forceps
c) Ligature forceps
d) Aesthesiometer
e) Laminectomy retractors
4. General Sls
a) Scissors
a. Abdominal scissor
b. Bowel scissors
b) Forceps
a. Peritoneum forceps
c) Abdominal retractors
d) Abdominal & intestinal spatulas
5. Ophthalmic Sls
a) Eye scissors
b) Eye speculums
c) Orbita retractors
6. Gynecological Sls
a) Speculums
b) Pintard Stethoscope
c) Clamps
a. Parametrium clamps
d) Forceps
a. Hysterectomy forceps
e) Scissors
a. Uterine scissors
b. Hysterectomy scissors
c. Umbilical cord scissors
d. Episiotomy scissors
7. Otorhinolaryngology Sls
a) Laryngoscope
b) Micro-laryngeal forceps
c) Laryngeal mirror
d) Mirror handle
e) Ear curates
f) Tracheal tubes
g) Micro laryngeal biopsy punch
h) Forceps
a. Punch forceps
b. Ear forceps
c. Vocal nodule forceps
d. Laryngeal grasping forceps
i) Retractors
a. Trachea retractors
b. Thyroid retractors
j) Scissors
a. Ear scissor




b. Nasal scissors
c. Tonsil scissors
d. Laryngeal scissors
k) Laryngeal probe
8. PlasticSls
a) Punches
a. Dermal punch
b) Dermatomes

c) Skin graft blade
9. Urologic Sls »
10. Forensic Medicine Sls

a. Autopsy knife
11. Dental Sls
a) Tooth forceps
b) Pedodontics tooth forceps
Veterinary Sis

References

1. https://en.wikipedia.org/wiki/Instruments used in _general surgery

2. http://research.sklarcorp.com/4-basic-types-of-surgical-instruments

3. Heller, Michelle. (2016). Clinical Medical Assisting: A professional, Field Smart Approach to the Workplace.
4. 2 Surgical Instruments slide share

5. https://www.surgicalholdings.co.uk/history-of-surgical-instruments.html

Warnings and Precautions

+ A disposable medical device; when provided nonsterile and if the customer need sterilize before use, the
relevant section of these instructions should be performed as long as have not any specific instructions in the
prospectus.

+ By reason of the fact that they are not designed to function as intended after the first use, do not re-use
disposable surgical instruments. Re-use may result in a decrease in the reliability, performance, and/or
compatibility of the tool. In this case, the responsibility belongs to the user(responsible surgeon). Check the
label of the device to specify one or more than one and/or cleaning and re-sterilization process.

+ Visually inspect surgical instruments whether any damage or abrasion. Instruments with broken,
fractured, or eroded parts/surfaces should not be used, should be replaced immediately.

4+ Check the cutting edges of the drill bits are smooth and continuous, it does not contain large cracks or
chips that adversely affect cutting performance.

+ Verify that the matching surfaces are working purposefully and without complications. Do not use surgical
instruments that do not perform satisfactorily.

+ Be careful when using sharp and pointed tools to prevent injury.

+ Do not normally use in surgical procedures when in touch with infective texture including low or high risks
Contagious Spongiform Encephalopathies (e.g.: patient diagnosed with or suspected of Creutzfeld Jakob
Disease (CJD)). In that case, does not apply procedures of sterilization. The product should be treated as
medical waste.

3. CLEANINGS

General Information
+ In this section, Information on 2 methods used to clean surgical instruments is presented.

o Manual Method

o Method Using an Automatic washer-disinfector
# Complete manuel and automatical cleaning totally before the sterilization. Automatic methods may not
clean enough the instruments alone.
#+ However, the automatic wash method is more practical and safe. Also, the person who is working on this
process is less exposed to contaminated instruments and used cleaning agents. Therefore, the automatic
method should preferably be used after removing coarse dirt and residues with manual cleaning.
#+ The cleaning solutions should be changed often and without being allowed to become very contaminated.
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4 In the cleaning process (whichever method is used); The employee must use appropriate personal

protective equipment (PPE) and equipment at all times.

# Pay particular attention to the instructions on the correct handling and use of the product provided by

the cleaning agent manufacturer.

#+ Only specially formulated cleaning agents and/or disinfectants (detergents) should be used in the cleaning

and disinfection of surgical instruments. Guidelines for immersion in cleaning solutions and/or disinfectants

given by detergent manufacturers must be followed.

4+ Selection criteria of the relevant detergents are presented in ANNEX-1.

#+ The quality of the water used in cleaning is important. Freshly prepared pure water or ultrapure water

application is recommended. Mineral residues in hard water may cause staining of the surgical instrument.

In addition, it can prevent effective cleaning and decontamination with a high risk of contamination

containing microorganisms and endotoxins.

4+ Special instructions for flexible reamers are given in ANNEX-2.

Trays are for the sterilization, transportation, and storage of surgical instruments. These trays are not

& designed for cleaning and disinfection in a fully equipped state. Instruments must be removed from
the tray to obtain satisfactory cleaning results.

Jobs Before Cleanings

4 Bring surgical instruments to the place which is doing cleanings as soon as possible. If the delay possibility

of transfer to transact place is high, cover surgical instruments with a damp cloth or keep the instruments in

closed boxes to avoid the dirt from drying out.

#+ Remove dirt with a paper towel shortly after the surgical process (within max 2 hours). Also, wash surgical

instruments liberally under warm to cold (43 ° C/ 110 ° F) tap water or transfer to a bath with an aldehyde-

free disinfectant solution that meets the criteria given in Annex-1. Do not use warm water, alcohol,

disinfections, antiseptics, saline, or chlorinated water.

#+ Take care to avoid mechanical damage to surgical instruments during transport. For example, clean heavy

instruments, precision instruments, and cutting/drilling instruments in separate baskets.

#+ Similarly, do not apply the same cleaning action to instruments of different metallic compositions. For

example, the cleaning procedures are not the same for surgical instruments made of plastic, stainless and

heat-resistant steel, titanium, and aluminum. To protect the surface coating of ebonized instruments, keep

them separate from other instruments and use a more delicate cleaning procedure (avoid mechanical

cleaning and abrasive cleaners).

4+ Colored anodized aluminum tools can lose their color in conventional and mechanical cleaning processes.

4+ Disassemble the device if needed for cleaning. For this, see or request the instruction manual and the

instructions in the surgical technique or additional information available.

Pay attention to the sharp and sharp edges of surgical instruments during surgical procedures, as well as

A during handling, cleaning, disinfection, sterilization, and packaging, to prevent worker injury and
instrument damage. Put your health and safety first and protect yourself.

Microsurgery, plates, and sensitive instruments should be cleaned chemically or manually. Should not be put

into the ultrasonic cleaner. In addition, care should be taken to protect sensitive microsurgical
instrument tips during the entire cleaning and sterilization process.

Pre-Cleanings

Warnings: In cases where direct cleaning and disinfection are involved, the pre-cleaning step can be skipped.

It is recommended to pre-clean highly contaminated surgical instruments in an ultrasonic bath for automatic

cleaning.

Essential Equipment:

4+ Cleaning bath/case which is large enough accommodate all instruments,

+ A fresh cleaning solution containing a cleanser for manual cleaning ( temperature should not exceed 50 °

C) that matches the criteria given in Annex-1,

4+ Cleaning wires for smooth/hard brushes, bottle brushes, and cannulations, etc.

4+ Personal protective equipment (at least work uniform, glove, face/eye shield)

4+ Absorbing paper

+ Injector (1-50 ml volume based on the magnitude of the cannulation to be wash)

Procedure




4 Immerse surgical instruments in the solution of the cleanser. Remove accumulated dirt with a paper towel
and cleaner solution. Open the mouthpieces of hinged instruments.

4+ Make sure that reaching the solution to all surfaces of the instruments, cannulation, etc., and no air is
trapped inside the instruments. If necessary, use an injector for this.

4 Clean thoroughly surgical instruments using with appropriate brushes or cleaning fibers (generally only
use soft brushes, do not use metal brushes or steel wool)

4 For bone-cutting features such as drill bits, reamer threads, and drill teeth, use a firm bristle brush.

+ Use a suitable diameter bottle brush for cannulations. Make sure the brush passes the full length of each
cannulation at least three times.

+ Rinse under running water for at least 1 minute until all traces of cleaning solution are removed.

4 Pay particular attention to cannulations and blind holes, hinges, and connections between mating parts.
These should be thoroughly rinsed at least three times with a syringe (volume 1-50ml).

+ Visually inspect for dirt and repeat the above steps if necessary.

4+ Wait for the instruments to float on absorbent paper or proceed to the cleaning step immediately.
Manual Cleaning and Disinfection

Cleaning

Required Equipment:

% Ultrasonic bath large enough to completely immerse the surgical device (frequency 25-50kHz,
temperature - according to detergent manufacturer's instructions)

+ Detergent (low foaming and protein solvent etc.) and rinse aid designed for manual cleaning and suitable
for ultrasonic cleaning that meets the criteria given in Annex 1.

% Suitable brushes (only soft brushes, never metal brushes or steel wool) or cleaning wires (for small
channels) to reach all parts of the device.

% Syringe (in a volume of 1 - 50 ml depending on the size of the channels to be washed)

4 Freshly prepared pure water, ultrapure water, or sterile water for rinsing purposes

Procedure:

% Prepare an ultrasonic bath containing cleaning solution at the concentration and temperature specified
in the detergent manufacturer's instructions.

% Immerse the device completely and keep the bath active for at least 15 minutes.

4+ Thoroughly clean the device using suitable brushes or cleaning wires (for small channels) and paying
attention to rough surfaces and lines where dirt may not come off with the brush. In addition, pay special
attention to cannulations and blind holes, joints between hinges, and mating parts. Rinse cannulations at
least three times with a syringe.

4 After the cleaning step in the ultrasonic bath is completed, if there is any encrusted dirt on the device that
needs to be brushed off, repeat the cleaning step as above.

Disinfection:

Required Equipment:

4 Large bath, whose temperature is under the detergent manufacturer's instructions, large enough to
completely immerse the surgical device.

4+ A disinfectant designed for manual disinfection that meets the criteria given in Annex 1 and compatible
with the applied cleaning detergent.

% Syringe (in a volume of 1 - 50 ml, depending on the size of the channels to be flushed).

4 Freshly prepared purified water, ultrapure water, or sterile water for rinsing purposes.

% Filtered medical compressed air (if available) or clean, lint-free disposable wipes.

Procedures:

4+ Prepare a bath with a disinfectant solution at the concentration and temperature specified in the
detergent manufacturer's instructions.

4+ Immerse the appliance completely, at least for the time specified in the detergent manufacturer's
instructions.

% Rinse under the running water of the specified quality for at least 1 minute until all traces of disinfectant
solution are removed. Pay special attention to cannulations and blind holes, hinge, and connections between
mating parts. Rinse at least 5 times with a syringe (volume 1-50 ml).

4 Dry the surgical device with medical compressed air, clean, lint-free, disposable wipes (if necessary, allow
to dry for a maximum of 2 hours in a clean area) or by heating in an oven below 110 ° C.



+ Visually inspect and, if necessary, repeat the entire manual cleaning and disinfection process.
The decontamination/disinfection process does not sterilize surgical instruments. Remember that it
needs to be treated separately as outlined in the STERILIZATION section.
Automatic cleaning and disinfection using a washer-disinfector (recommended)
Required Equipment:
#+ Washer-disinfector properly assembled, proper, regularly maintained, and tested, with the required
approved efficacy (e.g. CE mark or FDA approval under ISO 15883 series)
4+ Filtered air for adequate rinsing steps and active drying program (application of rinse aid is not
recommended, the danger of residue) with approved thermal disinfection program (A0 value> 3000 - or for
older hand tools - at least 5 minutes application at 90 ° C; chemical disinfection program is not recommended
- the risk of disinfectant residue on the device)
4+ Final rinse/disinfection with freshly prepared distilled water or ultrapure water
4+ Detergent and rinse aid designed for automatic cleaning that meets the criteria given in Annex-1.
Procedure:
4+ For automatic washer-sterilizers, always follow the manufacturer's specifications and use a free-rinse,
low-foaming detergent with a neutral pH (6.0 - 8.5).
4+ Put surgical instruments in the washer-disinfector.
4+ Connect the cannulations to the rinse ports of the washer-disinfector. If direct connection is not possible,
position the cannulations directly on the injector jets or on the injector collars of the injector basket.
# Prevent instruments from touching each other (Movement during washing may scratch and damage
anodized instruments or the washing process may stop)
4+ Arrange surgical instruments so that cannulations are not horizontal and blind holes slope downward
#+ Connected instruments such as scissors must be in an open position.
# Run the washer-disinfector program (loop)
#+ When the cycle is complete, drain the washer-disinfector
#+ Visually inspect each tool for dirt residue and dryness.
#+ If dirt remains, repeat the cleaning process along with the pre-cleaning phase. The remaining wetness can
be removed with medical-grade compressed air, clean, lint-free, disposable wipes (leave to dry for a
maximum of 2 more hours in a clean area if necessary), or by heating in an oven below 110 ° C.
Chemical disinfection programs are not recommended due to the possibility of chemical residues
remaining on the instrument. These residues may interfere with the effectiveness of sterilization.
Drying
4+ Before instruments are packaged and sterilized, they must be thoroughly dried and all remaining moisture
removed. Use a soft, absorbent towel/cloth to dry the exterior surfaces. Compressed air or 70% alcohol
rinsing can additionally be used to aid the drying process.
Oiling/ Assembly
4+ Lubrication is important for moving surgical instruments that consist of more than two parts. Particular
attention should be paid to the lubrication of joints, locks, and moving parts. Qil dry instruments only.
4+ Reassemble instruments as needed before attaching them to baskets or trays. Examine instruments for
bent tips, dents, cracks, misalignment, and corrosion. Remove stained, discolored, or damaged instruments.
Mechanically test the working parts to verify each tool is working correctly.
Do not use mineral oil, petroleum, or silicone-based products. Use a silicone-free, water-soluble lubricant
before sterilization to lubricate the box locks and connections.
Inspection
Should be checked all surgical instruments before sterilization preparation. For this, visual inspection without
using a magnifying glass under sufficient lighting conditions will be sufficient. All parts of instruments should
be inspected for visible dirt and/or corrosion.
#+ Visually inspect devices for damage or wear. Instruments with broken, cracked, chipped, or worn parts or
surfaces should not be used and should be replaced with new ones.
4+ Check that the tips and sharp edges of the drills are smooth, uninterrupted, and free of large cracks or
chips that could adversely affect cutting performance.
4+ Verify that the mating surfaces are functioning as intended and that the powering device interfaces are
uncomplicated.
% In addition, the following observations should be paid attention to:




o Places that collect dirt such as joints, hinges, shafts of flexible reamers,
o Recessed features (holes, cannulations, etc.),
o Features where dirt can be pressed in contact with the device, such as drill flutes adjacent to the
cutting tip, sides of the teeth of the drills and rasps,
o Cutting edges should be checked for sharpness and damage.
< |n addition, the following functional checks should be made when appropriate.
= Mountable instruments should be checked for proper assembly.
< Surgical instruments with moving parts should be practiced to check correct operation.
= Rotational instruments (drill bits, reamers, etc.) should be checked for straightness. (check instruments
by simply rotating them on a flat surface).
= Flexible instruments (intramedullary reamers, etc.) should be checked for damage.
Note: The cycle (continuity) of surgical instruments' reuse and sterilization has an impact on their lifespan.
The period of use of surgical instruments depends on many factors, including the healthcare professional
using it, the methods and duration of each use, and the handling/handling between this use. Therefore, it
does not specify the maximum number of uses normally suitable for reusable surgical instruments. The best
way to determine whether the surgical instrument is at the end of its useful life is to carefully examine the
instrument and perform a functional test before use.
# See Annex 2 for more details.
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Figure 1. (A) A bone/nail cutter with a broken mouth and (B) a fractured and corroded osteotome

4. PACKAGING BEFORE STERILIZATION
Double Packaging
< Surgical instruments; if appropriate, should be mounted on special trays. Trays should be double wrapped.
Drying time can be extended up to 45 minutes for trays containing large polymer components. Finally, the
following requirements must be met for the packaging of sterilized surgical instruments:
o ENISO 11607 standard series,
o Suitable for steam sterilization
o Adequate protection of instruments and sterilization packages against mechanical damage,
o Grading according to the weight of the instrument and implant tray.
Sterilization Container
< In addition to the commonly used double-pack sterilization method, it recommends the use of containers



for the sterilization of reusable surgical instruments.
Note: Depending on loading and packaging configurations, a modified drying process may be required for
detachable chamber trays. It recommends increasing the drying time to 45 minutes or separating the
detachable chamber trays into two parts and placing them side by side in full-size containers. It is the
responsibility of the hospital to verify the respective drying time with the sterilization equipment used. For
the use of Sterilization Containers, please see Sterilization Container Systems Instructions for Use.

5. STERILIZATION

# Sterilization of instruments can be carried out with steam (autoclaves) or ethylene oxide (EtO) gas.
However, it recommends steam sterilization processes. Surgical Instruments are sterile after steam
sterilization (autoclave); however, it should be borne in mind that the design and performance of the
autoclave can affect the effectiveness of sterilization. Various indicators etc. in each sterilization process it is
necessary to verify that the instruments are sterile.
Surgical instruments containing thermolabile materials should not be subjected to additional loads in
the autoclave.

Sterilization Process

4+ It recommends steam autoclave sterilization with pre-vacuum (air extraction from the autoclave)
function. Autoclaves must be validated/calibrated, maintained, checked, and comply with their requirements
under EN 285 / EN 13060, EN ISO 17665, and ANSI AAMI ST79.

4+ Surgical instruments should be packaged in an open-mouthed position or disassembled, if appropriate.
The instruments can be packaged in rigid containers, woven or non-woven materials. The packaging must
ensure the sterility of instruments and allow removal without contamination until the packaging is opened
for use in the sterile field.

4+ An autoclave cycle for the sterilization of complete surgical instrument containers/trays. Instruments
should be sterilized in the mounting condition is stored in the tray. That is, if the brackets or recesses in the
tray are designed to accommodate multi-component instruments in their assembled state, these instruments
do not need to be disassembled for sterilization. The process parameters shown below are recommended by
#+ The ultimate responsibility for verifying sterility using the parameters provided by the equipment and
processes of the healthcare facility rests with the healthcare facility. To ensure optimum processing, all
cycles and methods should be validated for different sterilization chambers, packaging methods, and/or
various loading configurations.

#+ An exemplary sterilization processes

Minimum Exposure Time

Sterilization Method Temperature
fhzatl peratu Packaging (wrapped) | Container System

Prevacuum 132°-135°C (270°-275°F) |4 mins 4mins (classic or bottom perforated)
Gravit 121°-123°C (250°-254°F) |15-30d mins 40 mins (only bottom perforated)

v 132°-135°C (270°-275°F) | 10-25 mins 30 mins (only bottom perforated)

. 3 mins (non-porous products)
| Pre- | diat
USS Pre vacql.fm .( mmediate 132°C/270°F 4 mins (non-porous and porous
use steam sterilization)
products)
USS Gravity 132°C/270°F it:: manufacturer's instructions for
Concentration: 725mg/L

Ethylene Oxide (EtO) 55°C/131°F Exposure Time: 60 minutes

Humidity: > 50%
Aeration: 8 hours (minimum)

4 An alternative sterilization process

Method Steam heat sterilization under EN ISO 17665 or ANSI/AAMI ST79
Loop Pre-Vacuum or steam saturated with fractional compressed air

3-4 mins (WHO and Robert Koch Institute etc. Can be extended up to 18 minutes to comply with the
recommendations.)

Exposure Time



https://tureng.com/tr/turkce-ingilizce/ethylene%20oxide

Temperature 132-137 °C (270-277 °F) or 134-138 °C (273-280 °F)

Drying Time 30 min. (minimum, reservoir)

Cooling Period 60 min. (minimum, at ambient temperature)
Exposure time: The time that the load and the entire room are at sterilization temperature
Drying time: The time during which the steam is removed from the chamber and the room pressure is reduced to allow
evaporation of the condensate from the load by prolonged evacuation or injection and extraction of hot air or other
gases. Since the drying time varies depending on the configuration of the load, the method of wrapping, and the
material, the healthcare facility must verify the appropriate drying time with the sterilization equipment used.
- For successful sterilization, the autoclave , sterilization containers, and packaged sterile material (such as
surgical instruments and implants) must be free of water/moisture residues. A wet package and excessive
moisture can create convenient environments for the growth of microorganisms and cause biological
contamination problems.
- Therefore, before the surgery in the operating room, it should be checked whether there is water/moisture
at the bottom of the container, and whether the surgical cloths are moist, together with the control of
biological and chemical indicators inside the sterilization container.
- Autoclave problems (for example, errors in the pressure and vacuum system, clogged drain filter, etc.)
and/or operator errors (closing the filter part of the container with material, filling the autoclave with too
much material, closing the discharge part of the autoclave, choosing the wrong sterilization cycle, etc.) The
manufacturer and its authorized representatives are not responsible for surgical hand tools that are not
sterile, corroded and/or stained as a result.
Disposable surgical instruments such as drill bits and Gigli saws should not be reused. It does not
recommend the use of "high speed" sterilization for reusable instruments.

6. STORAGE
#+ After sterilization, surgical hand tools in sterilization packages should be stored in a dry and dust-free
environment.
4+ Shelf life of surgical instruments; Depending on the sterile barrier, storage type, environmental, and usage
conditions, it can be extended up to 1 year.
# The maximum shelf life for sterilized surgical instruments should be defined by each healthcare facility
before use.
4+ Storage conditions in the warehouse should be explained. Look at the information on the label. It should
be stored at room temperature and humidity should not exceed 80%.
4 Surgical instruments are manufactured from medical grade stainless - heat resistant steel, titanium and
aluminum and alloys of these metals. Due to the stainless steel content, the device should be kept away from
high magnetic fields.
+ In addition, the device can conduct electricity and therefore should be kept away from external electrical
contacts.
# Surgical instruments should not be inadvertently interacted with electrocautery. There is a risk of cautery
burn as a result of electrical conduction.
#+ The devices are not affected by radiation, they are radiopaque, they do not accumulate radiation.
4+ Hand tools should be stored at room temperature and at a humidity not exceeding 80%.
#+ Since they are conductive, the operating room should not be used before it is completely cooled.

7. MAINTENANCE AND REPAIR

+ Moving surgical instruments, such as scissors and clamps, which consist of multiple parts, may experience
corrosion and wear over time due to friction. In order to reduce this problem, hand tools should be regularly
maintained and repaired when necessary.

# If your Surgical Instruments require repair or maintenance, you can use sponge, foam, bubble wrap, etc.
to protect the instruments. wrap it with a protector and return it in a sturdy box. Send packaged instruments
to:

# For instruments returned to repair; user declaration stating that each instrument has been thoroughly
cleaned and disinfected. Failure to provide proof of cleaning and disinfection will also result in a cleaning fee
and delay in the repair of your appliance.




4 Products repaired are guaranteed for 90 days for workmanship and parts when normally used for surgical
purposes. Any workmanship or part proven to be defective will be replaced or repaired at authorized
discretion, free of charge to the customer.

8. COMPLAINTS

4 The healthcare professional who has any complaints about surgical hand tools or is not satisfied with the
quality, identity, durability, reliability, safety, functionality, and/or performance of the product should inform
the authorized.

% In the event of failure and/or damage to the tool or serious injury or death, the authorized should
immediately in writing, by telephone, fax, etc. must be informed with. When filling the complaint form,
please fill in the reason for the complaint section. Indicate the serial number and lot number of the
instrument (s), a description of the complaint, your name, address, and whether you would like a written
reply report for the distributor.

More Information:

4 For additional info about this system or any other complaint, please get in contact that is mentioned
communication address above.

9. SYMBOLS

ST Lot Numbers

Model no / reference no (Catalog number)

Production Time

By

Ml Product Barcode

Consult the user manual for warnings and precautions that cannot be presented on the
label.
Humidity limitation symbol: Store in environments not exceeding 80% humidity

6 >

g

Do not re-use.
Do not use it if the package is damaged.

Read the user manual

Non-sterile
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10. REFERENCES (FOR SOME COUNTRIES ONLY)

AAMI TIR 30:2011, Chapter 7.5: A Compendium of Processes, Materials, Test Methods, And Acceptance
Criteria for Cleaning Reusable Medical Devices

ANSI AAMI ST81: Sterilization of Medical Devices - Information to Be Provided by The Manufacturer for The
Processing of Re-sterilizable Medical Devices

ANSI/AAMI ST77: Containment devices for reusable medical device sterilization

ANSI/AAMI ST79: Comprehensive guide to steam sterilization and sterility assurance in health care facilities
EN 10270-3 / EN 10088-1: Steel wire for mechanical springs. Stainless spring steel wire

EN ISO 11607: Packaging for terminally sterilized medical devices

EN ISO 17664: Processing of healthcare products- Information to be provided by the medical device
manufacturer for the processing of medical devices

EN ISO 17665: Sterilization of health care product- Moist Heat-Part 1: Requirements for the development,
validation, and routine control of a sterilization process for medical devices

ISO 15883 series: Washer-disinfectors — Part 1: General requirements, terms and definitions, and tests
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45: 376-394, table 11



ANNEX-1
CLEANING AGENTS AND DISINFECTANTS USED DURING CLEANING VALIDATION
4 pH neutral enzymatic detergents should be used for cleaning and/or disinfection of surgical hand tools
made of aluminum alloy. Contact with strong alkaline detergents, iodine, or chlorine-containing solutions
should be avoided as they may react chemically with aluminum and cause damage to the handpiece.
4 For automatic cleaning (washer-disinfector), medium alkaline detergents and brighteners (up to pH 10.9)
should be preferred. However, it is recommended to use only the substances recommended for use in these
machines. In all cases:
o Follow the indications, instructions, and warnings provided by the cleaning agent and/or
disinfectant supplier,
o Choose only detergents designed for cleaning and/or disinfection of surgical instruments made of
metal and plastic, and
o Choose only disinfectants with approved efficacy (look for approval or marking such as CE, FDA,
VAH/DGHM, etc.).
Make sure that the items listed below are not the material of the selected cleaning or disinfection detergent:
o Organic, mineral, and oxidizing acids (minimum accepted pH value 5.5)
Strong lye (maximum accepted pH value 10.9)
Organic solvents (acetone, ether, alcohol, gasoline, etc.)
Oxidizing agents (peroxides, hypochlorite, etc.)
Halogens (chloride, iodine, bromine, etc.)
o Flavored, halogenated hydrocarbons
ANNEX-2
RECONSTRUCTION OF REUSABLE FLEXIBLE REAMERS
Reprocessing:
Reusable flexible reagents are considered to be labor-intensive hand tools in terms of cleaning. In any case,
cleaning, sterilization, inspection, and maintenance instructions must be followed strictly and precisely. In
addition, the following technical advice should be included in practice:
4 The accumulated dirt should be removed with paper towels immediately after application. In addition, it
is recommended that handpieces be washed or transferred to a bathtub containing an aldehyde-free
disinfectant solution. If the dirt is not removed immediately after the shafts are used, there is a possibility
that incrustation will occur, which will permanently swell in subsequent sterilization.
4 The flexible reamer shaft needs to be flexed and rotated during each brushing or washing to facilitate dirt
removal.
4 The automatic cleaning process should be preferred to the manual method and should be used as much
as possible. The automatic cleaning process has higher manufacturability and reliability.
4 Automatic method: Connect the cannulation to the rinse ports of the washer-disinfector. If direct
connection is not possible, position the cannulations directly on the injector jets or on the injector collars of
the injector basket.
4+ When the manual method is applied, the pre-cleaning step must be fulfilled. It is suggested that this step
be carried out in an ultrasonic bathtub.
Preventive Maintenance: The best way to determine whether the surgical instrument has reached the end of its
useful life is to carefully examine the instrument and perform functional tests before preparing for sterilization.
In particular, the spiral element should be visually inspected for damage, as the deformed spiral will create a
risk for the cleaning of the tool and cause dirt to enter the spiral.
+ Flexible reamer shafts are manufactured using fixed stainless device steels in a controlled process
environment and are welded to the flexible reamer shafts under inert gas conditions to prevent oxidation
(corrosion) throughout their lifetime.
Description of Cleaning and Disinfection Process:
Flexible reamer shafts were subjected to standardized microbiological efficacy control studies to characterize
the described automatic and manual methods.
Shafts contaminated with spore-containing artificial dirt in worst-case conditions. After the shafts were
reworked according to the instructions, the reduction in spores was determined. Manual and automatic
methods have been described separately. A reduction of at least 3 log steps in the number of spores was
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considered acceptable.

ANNEX-3
GUIDES TO CHECK THAT SURGICAL INSTRUMENTS WORK PROPERLY
The following guidelines should be applied to all surgical instruments labeled for multiple uses. All functional checks
and inspections described below also cover their interfaces with other instruments or components.
The failure modes below may be caused by the end of life of the product, misuse, or improper maintenance.
It does not specify the maximum number of uses for normally reusable Surgical instruments. The useful life of these
handpieces depends on many factors, including the method and duration of each use and the handling between
that use. The best way to determine if the surgical device is at the end of its useful life is to carefully examine the
device and perform a functional test before use. However, for certain instruments, end-of-life is defined, validated,
and specified either by the number of uses or by the expiration date.
Functional check for multi-use Drill Bits
Description and Function: Multiple use drill bits, cannulated drill bits, drills, plugs, core drills Possible Failure Modes:
+ Defective coupling end (worn)
# Dull and non-cutting cutter flutes
#* Tips, helix coil, twisted
Preventive Maintenance: Regular functional check and visual inspection. In case of malfunction, the tool must be changed
and not used.
Functional Checking For Reamers
Description and Function: Intramedullary Reamers, Head of the Reamers, Reamer shafts.
Possible Failure Modes:
4+ Defective coupling end
# Dull and non-cutting cutter flutes
#* Tips, helix coil of reamer shaft deformed
Preventive Maintenance: Regular functional checking and visual inspection. In case of malfunction, the tool must
be changed and not used.
Functional Check for Screwdriver Blades
Description and Function: Various designs of driver-link screwdrivers with or without self-tapping function.
Possible Failure Modes:
#* Blade deformation (bent)
#* Deformation of the blade (round)
#+ Breaking the non-functional self-guiding mechanism of the blade
#+ The corresponding drive connection of the screw head is round or worn.
Preventive Maintenance: Use a suitable tool spray for the mechanism of self-tapping screwdrivers. Regular
functional check and visual inspection. Replace in case of failure and do not use. Normal functional check of the
corresponding items (screwdrivers - screws).
Functional Check for Torque Limiters
Description and Function: Includes all torque limiter or display hand tools with or without opening mechanism.
Possible Failure Modes:
+ Malfunction due to wear
#+ Corrosion or contamination
Preventive Maintenance: Use a suitable tool spray for the mechanism of self-tapping screwdrivers. After use or
cleaning, check all voids for debris and remove them if necessary. In case of malfunction, the tool must be changed
and not used.
Functional Check for Scissors and Cutting Tools
Description and Function: All tools used for cutting tissue and bone material (such as scissors or osteotomes), as
well as all tools (such as cutters), are used to cut implants.
Possible Failure Modes:
# The cutting edge is damaged, the cutting function is no longer fully provided.
#* Spring damaged, articulation not working properly
Preventive Maintenance: Use a suitable instrument spray for the mechanism of all moving parts and articulated
surfaces. Handle tools with care. The cutting edge of the tool should be examined before clinical use. The cutting
function can be restricted if the cutting edge or tip of the tool is damaged. It recommends the use of silicone-free,
mineral-free oil-based lubricant for the maintenance of articulated tools. In case of malfunction, the tool must be




changed and not used.
Functional Check for Targeting Handpieces
Description and Function: Target Handpieces targeting the locking holes of implants (nails, plates)
Possible Failure Modes:
#* Signs caused by a crash of the device
#* Cracks in the polymer
#* Gear damage
+ Deformation of nail adapter
#+ Correction pin displacement
Preventive Maintenance: Use a suitable instrument spray for the mechanism of all moving parts and articulated
surfaces. Handle with care. Do not hit target hand tools. In case of malfunction, the tool must be changed and not
used.
Functional Check for Drill Guides
Description and Function: Soft tissue-protective covers used during drilling
Possible Failure Modes:
4+ The scratched outer surface notches on the ends of the sheath
Preventive Maintenance: Use a suitable instrument spray for the mechanism of all moving parts and articulated
surfaces. In case of malfunction, the tool must be changed and not used.
Functional Check for Forceps, Clamps, and Holding Instruments
Description and Function: Repositioning bone fragments; Clamping the wire after the wire is put under tension
with the wire tensioner
Possible Failure Modes:
Deformed functional surfaces (e.g. teeth and locking mechanism)
Span between arms
Corrosion between neighboring surfaces
Corrosion between matching of different components
Corrosion on frequently used functional surfaces
Corrosion in laser engraving
Corrosion of the clamping disc when stressed can cause the disc to break.
Preventive Maintenance: Use a suitable instrument spray for the mechanism of all moving parts and articulated
surfaces. In case of malfunction, the tool must be changed and not used.
Always inspect the wire post and especially the clamping disc before reuse. In case of signs of corrosion or cracks,
no wire supports are used.
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