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Ozet

Bu kisa sunumun amaci, hastane cihaz ve ekipmanin etkili sterilizasyon ve de-
zenfeksiyonunda etkili temizlik ve dekontaminasyonun roliini tartismaktir. Bu
konuda, ISO 15883 dogrudan ilgilidir ve bu nedenle pratik uygulamasinda oldu-
gu gibi tamitilmis ve ele alinmistir.

Modern hastane merkezi sterilizasyon tinitesi (MSU) diinyasinda, temizlik ve-
ya dekontaminasyonun asagidakileri kapsayan bircok bi¢imi bulunmaktadir:

e Elle yikama,

e Tinel yikayicilar,

e Kabin yikayicilar,

e Termal yikayici dezenfektorler,
e Ultrasonik yikama cihazlari.

Ancak genel olarak amacglar aynidir; hastane cihazlarinin etkili dekontaminas-
yonu ve dezenfeksiyonu. Bu sunumun odak noktasi yikayici dezenfektorler olacak-
tir. Basarisiz yikama islemi sonucunda cihazlarin igerisinde kalan mikroskobik
kan, deri, mukoza vb. cihazlarin sterilizasyonunu ciddi bicimde etkileyecektir.

Bu organik maddeler, genellikle polisakkarid, protein ve lipidlerden yapilmis-
tir. Bu nedenle, mikroskobik izlerin etkili bicimde nasil ¢ikarilabilecegini tama-
men anlamak cok 6nemlidir.
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Proteinlerin genellikle yiizeylerden 45°C ve altindaki suyla temizlenmeleri ge-
rekir, aksi halde protein bozulabilir ve ¢ikarilmasi asir1 derecede zor olabilir.

Lipidler, bunun aksine uygun sekilde temizlenmek icin ytiksek sicakliga ve si-
caklikla birlikte deterjanlara gerek duyarlar. Yikayici dezenfektor eleginin bu
devresi, organik kalintilarin etkili bicimde temizlenmesinde istenen sonuclar:
saglamak icin esit derecede nemlidir.

Biriminiz icerisinde iglem protokollerini anlamak ve formiillestirmek i¢in bir-
cok durumda referansiniz asagidakilerden biri veya daha fazlasi olacaktir.

e Tibbi cihaz talimatlari,

e Ulusal makam Onerileri,

e Ulusal kurallar,

e Veya, su anda ISO 15883'l iceren evrensel olarak yeni uluslararasi oneriler.

- ISO 15883; bu norm, tibbi cihazlar i¢in yikayici-dezenfektorlerde islem sira-
larinin dogrulanmasini, ayni zamanda bu islemlerin yeniden onaylama ve rutin
izlenmesini diizenler. Bir kez yiikleme 6zelligi islemsel 6zelligi ve uygulama 6zel-
liginin ele alindigindan stirekli olarak etkili ve tekrar edilebilir islemlerin yerine
getirilmesini saglamak tizere izlemenin en az kismi gerekli oldugundan yeniden
dogrulamay1 yeniden yinelemek ve rutin izleme énemlidir.

- EN ISO 15883-1; ylirtrliige girdikten sonra yalnizca ISO 15883-1 gercevesin-
deki testlerin uygulanabildigi yikama dezenfektorler satin alinabilir.

ISO 15883'lin genel kosullarinda, takip edecek sterilizasyon isleminin ve has-
tanin giivenligi acisindan malzeme tizerinde hicbir kalint1 veya ¢ok az miktarda
bile olsa viicut sivisi, tedavi maddesi, deterjan, yikama yardimcilar: kalmamalidir.

Bununla paralel olarak, en 6nemli olumlu ve olumsuz etki parametreleri ara-
sinda mekanik etkiler, kimyasal etkiler, termal etkiler ve deterjan bilesenlerinin
blokaj1 yer almaktadir. ISO 15883 iistte aciklananlara ilaveten protein koagiilas-
yonu, sisme, ayrilma, hidroliz ve tekrar bulasmadan kacinmak ic¢in yeterince
uzun bekletme stireleri etkili bicimde ele alinmalidir seklinde devam eder.. Ba-
sit bir ifade ile Sinner Dongtisline bakarsak zaman kadar, iyi buhar kalitesi ve s1-
cakligin etkili bir buharla sterilizasyon islemi i¢in kritik 6nem tasidigini gérebi-
liriz, bu nedenle etkili bir temizlik islemi i¢in zaman, mekanik, kimya ve sicak-
lik gereklidir.

- ISO 15883 alttaki parametrelerin izlenmesini gerektirir:
e Her islem asamasi icin su miktari,

e Sicaklik-bekletme siiresi,

e Su basinci,

e Liimen patensi,

e Sprey sistemi ve dozaj miktarlari.
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Dogrulama i¢in zorunlu bir temel olusturun, ancak tek basina yeterli degildir!
Temizlik performansinmi kantitatif kontrollerle diizenli olarak kontrol edin. ISO
15883, ayn1 zamanda, tekrar edilebilir sonuclar vermeleri nedeniyle standartlag-
tirilmis, miktar bakimindan degerlendirilebilir test modellerinin tercih edilmesi-
ni istemektedir. Diizenli aralarla bagimsiz 6lciimler yapilmalidir, 6rnegin; sprey
modeli ve temizlik eylem/etkinligini kontrol etmek amaciyla temizlik gostergele-
ri kullanilmaldir. ISO 15883 15181 altinda, rutin kontroller asagida belirtilen gin-
lik kontrolleri icermelidir.

¢ Deterjan ve dezenfektan diizeylerini kontrol edin,

e Doner nozul, filtre ve makine bélmesinin temizligini kontrol edin,

e Temizlik gostergelerinin giinliik denetimi (1 x her seviyede giinliik olarak).
Diger kontrollar sunlar: icerir:

Haftalik

¢ Bos yiik altinda calistirarak makineyi temizleyin.

¢ Dozaj pompalarinin emme borularinin ve filtrelerinin hasar durumunu ve t1-
kal1 olup olmadiginmi kontrol edin.

Yilda iki kez

e Makinenin servisi.

Yillik

e ISO 15883'e gore yeniden dogrulama.

Sonug olarak, sterilizasyon islemini rutin olarak takip ettigimiz gibi yikama/
dezenfeksiyon islemlerimiz lizerinde ayni testleri uygulamamiz gereklidir. Ancak,
ayni zamanda bunu gerceklestirmekte kullanilan araclarin kendilerinin uygun se-
kilde dogrulanmasi kritik 6nem tasimaktadir.
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Cleaning and Disinfection
Processes-ISO 15883

Abstract

The purpose of this short presentation is to discuss the role of effective cleaning
and disinfection in the light of a primary step in the effective sterilization and de-
contamination of hospital instruments and equipment. In this regard ISO 15883 is
directly relevant and is therefore introduced and discussed as is the practical imp-
lementation thereof.

In the modern world of hospital CSSD’s there are many forms of cleaning de-
contamination or soil removal these include:

e Manual washing,

e Tunnel washers,

e Cabinet washer,

e Thermal washer disinfectors,

e Ultrasonic cleaners to name but a few.

However as a generalisation the objectives are the same - the effective soil re-
moval, decontamination and disinfection of hospital instrumentation. For the
purposes of this presentation the focus will be on washer disinfectors. It is com-
mon knowledge that any microscopic quantities of blood, skin, mucus etc left on
instruments by an ineffective washing process will seriously impact the effective-
ness of the sterility of the instruments. In

This organic matter is generally made up of polysaccerides, protein and lipids
- so it is essential that we fully understand how to effectively remove these mic-
roscopic traces.

Proteins are generally unique in that they need to be removed from surfaces
with water less than or equal to 45°C otherwise the protein can denature and be-
come extremely difficult to remove.

By contrast lipids require a high temperature for adequate removal - often in
the presence of detergents. As a result of this each stage of the washer disinfector
cycle is equally important to obtain the overall required results in the effective re-
moval of organic debris.

When understanding and formulating process protocols within your unit refe-
rence would in most cases be made to one or more of the following.

e Medical device directives,
e Recommendations of national authorities,

e National guidelines,
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e Or, universally, new international recommendations - which currently would
include ISO 15883.

e ISO 15883 - This norm regulates the validation of processing sequences in
washer-disinfectors for medical devices as well as revalidation and routine moni-
toring of these processes. It is important to re-iterate revalidation and routine mo-
nitoring as the validation of your process once Installation qualification, Operati-
onal qualification and performance qualification has been undertaken is now con-
sidered to provide only a portion of monitoring required to ensure that consis-
tently effective and reproducible processes are being conducted.

¢ Since the coming into force of EN ISO 15883-1, only washer-disinfectors that
have been subjected to a type test as per ISO 15883-1 may be purchased.

In the general requirements of ISO 15883 it is stated that no residues, or de-
monstrably only minute quantities of body substances, treatment agents, deter-
gents, rinse aids (used to enhance wetting of surfaces), or of water constituents
should be present to ensure that the safety of a subsequent sterilization process
and the safe use for a patient is not compromised.

In line with this it is clear that the most important positive and negative para-
meters of influence include mechanical effects, chemical effects, thermal effects
and the blockage of detergent components. ISO 15883 continues to state that in
addition to the above protein coagulation, sufficiently long hold times for swel-
ling, disintegration, hydrolysis and the avoidance of recontamination have to be
effectively undertaken. In simple terms if we refer to the Sinner cycle we can see
that just as time good steam quality and temperature are critical to an effective
steam sterilization process so a combination of time, mechanics, chemistry and
temperature are required for an effective cleaning process.

e ISO 15883 requires the parametric monitoring of,
e Water quantity per process step,

e Temperature and holding time,

e Water pressure,

e Lumen patency,

e Spray system and dosage quantities.

Constitute an indispensable base for validation, but does not suffice on its
own! Additional quantitative checks of the cleaning performance must be carried
out on a regular basis. ISO 15883 also requires that Preference must be given to
the use of standardised, quantitatively assessable test models as they yield repro-
ducible results. Independent measurements must be carried out at regular inter-
vals, e.g. Cleaning Indicators must be used to check the spray pattern and cleaning
action/efficacy. In the light of ISO 15883 routine checks should include the follo-
wing daily checks.
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e Check detergent and disinfectant levels,

e Check that rotary nozzles, filter and machine chamber are clean,
e Visual inspection of cleaning indicators (1 x daily on each level),
Further checks would include;

Weekly

e Clean machine running an empty load.

e Check suction tubes and filters of dosing pumps for damage and clogging.
Bi-annual

e Service of the machine.

Annual

e Re validation according to ISO 15883.

In conclusion just as we routinely monitor our sterilization process it is clear
that we need to conduct the same testing procedures on our washing/disinfection
processes. However it is also critical that the tools you are using to do this are
themselves properly validated.
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