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Malzemeler sterilize edildiginden beri, sterilize edilen her seyin paketlenme-
si gerektigi bilinmektedir. Ancak son zamanlara kadar steril malzeme sag-
lamada giivenligin, dogru ambalajlama ile ilgili oldugu gosterilmemistir. Bugiin
icin ambalaj, sterilizasyon dongiisiiniin en 6nemli parcalarindan biri olarak ka-
bul edilir. Uzmanlar, bu ytizden paketleme islemini, daha fazla gtivenlik ve eko-
nomiyi garanti edebilmek icin, paketleme, belgeleme ve dogrulama islemlerinin
birlesimi olarak tanimlamaktadir.

Uzun zamandir malzeme hazirlanmasinda steril ambalajlamaya ¢ok fazla 6nem
verilmemisti. Gortintir paketin psikolojik giivenlik duygusu, bunun arkasinda bir
sisteme sahip olmak yoniindeki gercek gereksinimden daha 6nemliydi. Dogru
ambalaj tiirii ve uygun olmayan ambalajlamanin sonug¢lar: tizerinde zaman har-
canmadi. Gida sektoriinliin yiiksek standartlar: ile karsilastirtirildiginda steril
ambalaj, halen emekleme dénemindedir.

Ayni zamanda, dogru ambalaj yapilmaksizin sterillik ve aseptik tasimanin ga-
ranti edilemeyecegi aciktir. Bugiin diinyadaki baglica tip kurumlarinin malzeme-
lerini ambalajlamasinin ana nedenlerinden biri giivenliktir. Bununla birlikte, pa-
ketleme, giivenlik ile ayni seyi ifade etmez.

Steril malzeme ambalaji, sterilizasyondan sonra mikroorganizma ve viriisler
karsisinda bir bariyer olusturma gorevine sahiptir. Bu nedenle, giivenlik standar-
d1 paketleme malzemesinin tiiriine baghidir. Konteynerlerden tutun da tek kulla-
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mmlik kagit paketleme malzemelerine kadar ¢cok sayida paketleme malzemesi bu-
lunmaktadir.

ISO, Standartlar Kurumu bu konuya uluslararas: seviyede bakmaktadir. Tek-
nik Komite 198, ISO (TC 198 WG 7) Calisma Grubu 7, ISO 11607 son olarak “Ste-
rilize Edilen Tibbi Cihazlar Icin Paketleme” belgesini yayinlamistir. Halen ISO
11607 ve EN 868 ortak incelemesi tizerinde calisilmaktadir ve yakinda yayimla-
nacaktir. Bu, diinya capinda ortak ambalaj standardini saglayacaktir.

Yeni ambalaj standardi, 2 boéltimden olusacaktir:
Boliim 1: Steril bariyer sistemleri ve paketleme i¢in gereklilikler.

Bolim 2: Sekillendirme, kapatma ve kurulum siirecleri icin gereklilikler ve
dogrulama.

Ikinci boliim, gelecekte tiim ambalaj sistemlerinin dogrulanabilmesi anlamina
gelen ambalaj sistemlerinin siire¢ dogrulamasina giristir. Yalnizca, stirecler tekrar
edilebildiklerinde ve her sekilde ayni sonucu verdiginde dogrulamadan bahsedi-
lebilir. Her zaman ayni sonucu verebilmeleri i¢in, 6nemli 6l¢lide otomatiklegtiril-
melidirler. “Insanlar disinda her sey dogrulanabildiginden" kalitenin kullanicidan
kullaniciya degistigi ve kullanici motivasyonlarina bagl oldugu paketleme islemi,
bu baglamda dogrulanamaz.

Bu uluslararas1 ISO 11607 standardi, sanayi, saglik kurumlari ve tibbi cihaz-
larin ambalajlandig1 ve sterilize edildigi her yerde gecerlidir. Hastanelerdeki
merkezi sterilizasyon tniteleri ayn1 zamanda “Ureticiler” olarak goriilmektedir
ve dogrusu da budur. Bunlardan sonra, hastanelerle tireticiler arasindaki farkli-
lik nedir? Ttim bunlarin tamamen hastanin giivenligi ile ilgili oldugunu unutma-
maliyiz.
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ince goods have been sterilized it has been clear; what is sterilized must also

be packed. It is only recently however, that it has not just been “somehow”,
but that safety in sterile goods supply is dependent on the correct packaging. Af-
ter years of clearing this up, the packaging now counts as one of the most impor-
tant elements in the instrument cycle. Experts therefore define the packaging pro-
cess as a harmonised system of packaging, documentation and validation-guaran-
teeing even more safety and economy.

For a long time, sterile packaging was not paid much attention in the prepara-
tion of instruments. The psychological security of a visible existing packaging was
more important than the real requirements of having a system behind this. Time
was spent on neither the correct packaging type, nor the consequences of inade-
quate packaging. In comparison with the high standards in the food industry, ste-
rile goods packaging is still in its infancy.

In the mean time, it has become clear that the sterility and aseptic removal
cannot be guaranteed without the right packaging. Safety is therefore one of the
main reasons, why most of the main medical institutions in the world today pack
their goods. Packaging is however not necessarily the same as safety.

Sterile goods packaging has the task of forming a barrier against microorga-
nisms and viruses after sterilisation. Therefore the safety standard is dependant
on the type of packaging. There are many types of packaging to chose from; from
packaging in containers through wrapping in crepe paper or fleece material to fle-
xible clear films.

The standards organisation ISO is looking at the subject on an international le-
vel. The Technical Committee 198, Working Group 7 of the ISO (TC 198 WG 7) has
published the document ISO 11607, “Packaging for Terminally Sterilized Medical
Devices”. A joint revision of the ISO 11607 and EN 868 is currently being worked
on and will soon be published. This will lead to a world-wide uniform packaging
standard.

The new packaging standard will consist of 2 parts:
Part 1: Requirements for materials, sterile barrier systems and packaging.
Part 2: Validation and requirements for forming, sealing and assmebly processes.

The second part is an introduction to process validation of packaging systems,
i.e. in the future all packaging systems must be able to be validated. You can only
speak of validation, when the processes are reproducible, i.e. when they are al-
ways the same. In order that they are always the same, they must be automated to
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a large extent. Packaging, for which the quality varies from user to user, and
which is dependent on their motivation, cannot on this basis be validated (e.g.
self-seal pouches), as “everything can be validated, except people”.

This International Standard ISO 11607 is applicable to industry, health care
facilities and wherever medical devices are packaged and sterilized. CSSDs in
hospitals are also viewed as “manufacturers” and this is the right decision. After
all, what is the difference between hospitals and manufacturers? We must not for-
get that it is all about the safety of the patient.
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