NEDEN TESIS iZLEME SiSTEMi GEREKLIDIR?
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izleme Sistemi Nedir?

Cevresel izleme sistemi, cevrenin kalitesini izleyen siiregtir. izleme sistemi yazilimi, gerekli herhangi bir
parametrenin gercek zamanli izlenmesine olanak tanir. Yazilim, gizelgeler ve grafikler ve ayrica alarm
(E-posta, SMS, Telefon gériismesi) fonksiyonu sunabilir.

izleme Sistemi Hangi Standartlarda / Kilavuz Dokiimanlarda Gegiyor?

izleme sistemleri, EU GMP Annex 1 Manufacture of Sterile Medicinal Products, FDA Sterile Drug Products
Produced by Aseptic Processing - Current Good Manufacturing Practice, ISO 14644-2: Monitoring to
provide evidence of cleanroom performance related to air cleanliness by particle concentration
dokiimanlarinda dogrudan yer almaktadir. Dokiimanlarda izleme sistemi ifadelerinin gectigi bazi
maddeler asagida yer almaktadir.

EU GMP Annex 1 Manufacture of Sterile Medicinal Products

“The use of appropriate technologies (e.g. Restricted Access Barriers Systems (RABS), isolators, robotic
systems, rapid microbial testing and monitoring systems) should be considered to increase the protection
of the product from potential extraneous sources of particulate and microbial contamination such as
personnel, materials and the surrounding environment, and assist in the rapid detection of potential
contaminants in the environment and product.”

“Uygun teknolojilerin kullanimi (6rnegin, Kisith Erisim Bariyer Sistemleri (RABS), izolatorler, robotik
sistemler, hizl mikrobiyal test ve izleme sistemleri), Griiniin, personel, malzemeler ve gevre gibi
potansiyel yabanci partikiil ve mikrobiyal kontaminasyon kaynaklarindan korunmasini artirmak ve
cevredeki ve Urlindeki potansiyel kirleticilerin hizli tespitine yardimci olmak icin distinilmelidir. "

“Processes and monitoring systems for sterile product manufacture should be designed, commissioned,
qualified and monitored by personnel with appropriate process, engineering and microbiological
knowledge.”
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