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TC.
GAZi UNIVERSITESI TIP FAKULTESI X
TIBBi MIKROBIYOLOJi ANABILIM DALI BASKANLIGI

13.02.2021

[LGILI MAKAMA

4 A Tip Malzemeleri imalat ithalat Thracat Limited Sirketi tarafindan 03.02.2010 tarihinde
laboratuarmza kalite kontrol amaciyla getirilen tek paket ve cift paket sterilizasyon
rulolarmn iclerine konan malzemeyi steril hale getirdikten sonra 6 ay siire ile oda 1s151 ve
kuru ortamda steril olarak koruyabildigi iddias: tarafimizdan test edilmistir. Bu am:
mililitresinde 1 milyar standart Bacillus subtilis 5633 sus sporlan iceren siviya bandirila.
em’ ebadindaki gazli bez drnekleri her iki grup paket icine konularak standart otoklavlam
islemine tabi tutulmustur. Bu islemden sonra kontrol amach kullamilan rulolarin icinden
gazli bezler alhmarak sterilleme isleminin basarih oldugu tesbit edilmistir. Otoklavlama
isleminden sonra oda isisinda ve kuru ortamda tutulan sterilizasyon rulolar 6 ay (180 giin)
sonra aalarak ic kissmda bulunan gazh bez drnekleri S ml triptoz soy siv: besiyerinde
vortekslenmistir. Daha sonra 10 mikrolitresi ahnarak bakteriyolojik kiiltiirleri yapilmistir.
3= ¢ de 72 saat siiren enkiibasyonun sonunda hicbir drnekte bakteri iiremesi olmad:™
gozlenmistir. Sonug olarak soz konusu firmanin getirdigi her iki grup sterilizasyon rulola
drneginin icindeki malzemeyi 6 ay siire ile steril olarak koruyabildigi tesbit edilmistir. Is bu
belge ilgili firmanin istegi lizerine verilmistir.
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TO WHOM IT MAY CONCERN

The claim, which is stating that the single and double package rolls brought to our
laboratories for quality control purposes by 4 A Tip Malzemeleri Imalat Ithalat Ihracat
Limited Sirketi (4 A Medical Equipment Manufacture Import Export Limited Company) on
the date of 03.02.2010 are maintaining the materials that are sterilized once put inside, sterile
under the room temperature and dry conditions for six months, is being tested. For this
purpose, the gauze bandages samples with 5cm” in size which are dipped into the liquid
containing 1 billion standard Bacillus subtilis 5633 strain sports within 5 milliliters are put
into standard autoclaving process by placing into both package groups. After this process, by
removing the gauze bandages from these rolls being used for controlling purposes, it’s
determined that the sterilization process was successful. By opening the sterilization rolls
which were held in room temperature and dry conditions after autoclaving, after six months
(180 days), the gauzed bandages samples inside are being vortexed within 5ml tryptose noble
broth medium. Later on, bacteriological cultures are made by taking of 10 milliliter of it. At
the end of 72 hours incubation under 37°C it’s been observed that there were no bacterial
reproductions on any of the samples. Consequently, it’s been determined that both
sterilization roll samples being brought by said company are maintaining the inside materials
sterile for 6 months. This document hereby was issued upon request of the related company.
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