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ENISO 13485:2016 / EN 1SO 11135:2014

Confirmation of Sterilization

MEDICOPLAST

e Awtion ELGmEH

Mathod VA _S 1

Stenlization dale 2021.04-19
Sterfzaton lot 18865
Customer MT.DERM GroH
Your requisition no., 14042021

GB13=21-E80975,G82=21 -EBOS79.GB16=21.EB0080,

Gi8= 21-EB09g1, GB23=21-EB0a8y GB18=21-E80883,

GB4=21-EB0984
Our defivary note: 255115 from 2081-04-22
T SR000a1

Stertisation Pal MPO1 19 MK

Pr.70
Cruaniity. 7 Fal

Nominal values Achal vaiues
Incoming time: (Apnil 1o Cetober not required)
Preconditioning
Crvel min. 18 n 3Zh
Condtions: 3545°C  50-80% rel fumidity 36-45°C  BO-BD% red, humldity
Sterilization
Cycle. MP1
Temparature: 40:3°C 39,6°C
Prevecum: 120 +10 mbar abe 123 mbar abs
Humidity: S0-80% rel humidity 66,5% rel.humldity
Dwef ime: an 3h
EQ mass 168-32 kg 28 kg
Alr washes; min. 3 3
Aeration
Dwer min 1 Days 2 Days
Concition 35-45°C 3545 °C
Remarks; The evaluation frem the BI's is in process
The piysical parameters wers in accordance (o he specifications. ‘3% "I,'iﬂ:‘
1.W%
No growth was abserved for the micrcbioiogcal inprosass certrol with biclagical } : { ¢
Indicators (Bacillus alrophasys, 2M Attest), oo f
The sterfization was conducted in line with the customer validation parameter bt /" A
) ]




