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Birden fazla sterilizasyon metodu: +1 a/g
Multiple sterilization methods: +1m/d

Her farkli sterilizasyon metodu igin eklenir.

Are added for each different sterilization methods
Birden fazla temiz oda alt yapisi: +0,5 a/g
Multiple cleanroom infrastructure: +1m/d

) Her farkli lokosyon igin eklenecektir.
Sinif s (steril) N/A 2 alg (m/d) Are added for each different location
Class Is (sterile) Birden fazla paket malzemesi: +0,5 a/g
Multiple pack material: +1m/d

Her farkli paket malzemesi igin eklenir.
Are added for each different package materials.

Uriin/proses bazl olarak farkli zamanlarda baslatilmis
her bir raf dmri ¢alismasi: +0,5 a/g

Each shelf life study initiated at different times based on
product/process: +0.5 m/d
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Birden fazla 6lgim fonksiyonu: 0,5 a/g

Sinif Im (Slgdm Multiple measure function: +0,5 m/d

fonksiyonlu)

Class Im (measure N/A 2 alg (m/d)
funcion) Her farkli 8lcim fonksiyonu igin eklenir.
Are added for each different measure function.
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Birden fazla temizlik metodu: +0,5 a/g
Multiple cleaning methods: +0,5 m/d
Sinif Ir (yeniden . .
(v o Birden fazla dezenfeksiyon metodu: +1a/g
kullanilabilir el ltinle disinfect: hods: Id
aletleri) N/A 2 alg (m/d) Multiple disinfection methods: +1m

Class Ir (reusabile
instruments) Birden fazla sterilizasyon metodu: +1 a/g
Multiple sterilization methods: +1m/d

Her farkli sterilizasyon metodu igin eklenir.
Are added for each different sterilization methods

- Bir cihaz birden fazla risk sinifinda ise (6rnegin hem steril hem &lgiim fonksiyonu var ise), her risk sinifi igin stre ayri eklenir.
Ortak sireg var ise arttirrm bolimudnde belirtilen siire kadar inceleme stiresinden dusdlir.
If a device is in more than one risk class (for example, if it has both sterile and measuring functions), the duration for each risk
class is added separately. If there is a common process, it is decreased as much as the duration specified in the increase
section from the review duration.

* 1la/g=8saat/1 m/d =8 hours
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