Steriization certifiad In fre wik

EN iSO 13485:2016 / EN ISO 11138:2014

A
MEDICOPLAST

o bnteraclenal o6 moH

MPI

Confirmation of Sterilization

Method vA_S_1

Stenlization date 2021-04.20
Stertizaton ot 18858
Customer, MT.CERM GmbH
Your requisition no, 14042021

GB40=21-EB0SES, GB18=21.EB0086

GB27=21-EBOSAT (582821 -EBUSEE GB1+21-EB0%ED

GB6=21-EB0SH0 und GE22=21-ER00GT
Cur dalivery nota. 255115 trom 2021-04-22
fesmy SH0003

Sterizaton Pal MPOT 1d NK

Pr70
Cuartity, 7 Pal

MNeminal vaiuss Achsgl values
am me (Al to Octoder nol requined)

Preconditioning
Drweell; mn 18 h 26,5 1
Caonditions 3545°C  50-80% rel humidity 35-45°C  50-80% rel. humidity
Sterilization
Cycle: M1
Temparalue 40+3°C 41°C
Pravacuum 120 £10 mbar ans 123 mbvar abs
Hurmidity S0-80% rel humidity 63,8% rel.humidity
Crwedl tirme; 3h 3h
EQ mass: 16-32 kg 26 ky
Alr washas min 3 3
Dwall mirt 1 Days 1 Days
Condilion 354590 35-45°C
Romarks; The avaluation from the 83 15 in process.

The physical parametors were in accomance to the spechications

Mo growth was observed for the Microbioiogicat INprocess control with bictogical
ndcatons (Bacilus atrophaeus, 3M Atlest)

The stenfization was conducted in line with the customean valdaton paramaler
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