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JIS T 0816-1:2010

25-1

6.1.1 c)

ISO 17665-3
ISO/TC198 EO

AAMI TIR282)

< >
1) ISO 17665-3 2013 Sterilization of health care products -- Moist heat -- Part 3: Guidance on the designation of a medical 

device to a product family and processing category for steam sterilization
2) AAMI TIR28:2016 Product adoption and process equivalency for ethylene oxide sterilization

25-2

6.1.1 f)

JIS T 0816-1:2010 6.1.1g)

< >

ISO 11607-1:2006 Packaging for terminally sterilized medical devices –Part 1: Requirements for material, sterile barrier 
systems and packaging systems JIS T 0841-1:2009 - 1

ISO 11607-2:2006 Packaging for terminally sterilized medical devices - Part 2: Validation requirements for forming, 
sealing, and assembly processes JIS T 0841-2:2009 - 2



- 17 -

ISO/TS 16775:2014 Packaging for terminally sterilized medical devices -- Guidance on the application of ISO 11607

25-3

6.1.2 c)

25-4

6.1.2 d)

25-5

6.1.2 g)

/

/ 6.1.2 g)
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25-6

8.5 ISO 11138-3:2017 5.1
BI ISO 11138-1 -3

ISO 11138-3:2017 5.1 Gebacillus stearothermophilus

BI ISO 11138-3:2017 9 Population and resistance 9

ISO 11138-3:2017 ISO11737

ISO 11138-1 ISO 11138-3

25-7

8.5 ISO 11138-3:2017 5.2
ISO 11138-3:2017 5.2 Gebacillus stearothermophilus Bacillus subtilis ATCC 35021(5230)

Bacillus subtilis 

ATCC 35021(5230) 5.1 Gebacillus stearothermophilus

BI

25-8

8.5 ISO 11138-3:2017 5.2
Bacillus subtilis ATCC 35021(5230)

121

ISO 11138-3:2017 5.2 
Fo

Bacillus subtilis ATCC 35021(5230) BI
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25-9

9.4.5 D D.3.2
D.3 ISO 11138-1:2017

ISO 11138-3:2017 Bacillus subtilis ATCC 35021(5230) Gebacillus 

stearothermophilus

/ BI

BI

25-10

9.4.3 c)
3.30

JIS T 0841-1:2009

9.4.3 c) 

PQ

ISO

ISO 11607 (JIS T0841 )

25-11

9.4.4 e)
EN 285 EU CE

EN285:2006+A2:2009

EN285
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EN285

25-12

9.4.4 e) EN 285:2006+A2:2009 8.2.1.2.2
During the plateau period the temperature measured above the test pack (see 16.1) shall not exceed the 

temperature measured at the reference measurement point of the sterilizer chamber by more than 5 C for the first 60 s 

and 2 C for the remaining period (see also Figure D.1). ( 16.1

60 5 2

D.1 )

AnnexD T2 T3 T2 5 T3 2

EN285

ISO 17665-1 9.4.4 e) EN285

ISO 17665-1 9.4.4 e)

/ EN285

EN285 8.2.1.2.2

EN285

25-13

9.4.4 e) EN 285:2006+A2:2009 8.2.1.3.2
At the end of the equilibration time, the temperature measured at the reference measurement point of 

the sterilizer chamber and the temperature measured at the nominal geometric centre and below the top sheet of a standard 

test pack (see 24.1) located in the test load shall be within the sterilization temperature band.

24.1

standard test pack EN

EN285 / EN285

EN285 /
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25-13

ISO 11135:2014 9.5.4 f) 1)
9.5.4 f) 1) 2) EO

i EO D.10.2 i 10.2,i),1) i EO D.10.2 

i

EO

EO

EO

EO 9.5.4 f) 2 EO EO EO

EO

25-13

ISO 11135:2014 3

EO EO EO

3.15

EO

EO EO

3.1

25-14

AAMI TIR 17:2008 P111
AAMI TIR 17:2008  4.2

SAL
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AAMI TIR17 4.2

25-15

ISO 11138-3 P132
BI 1.0x105 ISO 11138-3 9.3

105

BI 106 BI

105

25-16

JIS T 0816 D.3.1
EO JIS T 0801:2016  9.4.2.1

MPQ

EO MPQ EO

JIS T 0816

25-17

JIS T 0816  D4.3
D.4.3 MPQ G.stearothermophilus B.coagulans

C.sporogenes B. atrophaeus ISO 11138-:2017 5.2 G.stearothermophilus B. subtilis ATCC 
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35021

B. subtilis ATCC 35021

25-18

JIS T 0816  12.4
EO

12.4

JIS T 0816 12.4.3

EO

JIS T0801

25-19

P73
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JIS T 0801:2016 EO

26-1

6.2
ISO 11135-1:2007 6.1.4 ISO 11135:2014

ISO 11135:2014

ISO 11135:2014 D 6.3.1

Preconditioning can be performed in a separate preconditioning area (chamber, cell or room).

Humidification by steam is necessary because humidifiers that operate by dispersion of unheated water as an aerosol (e.g. 

spinning disc humidifiers and nebulizers) can be a potential source of microbial contamination.

26-2

6.3
ISO 11135-1:2007 6.2.2 d) ISO 11135:2014

ISO11135:2014

ISO 11135:2014

< >

ISO 11135:2014 D 6.3.2 d

Steam is utilized to humidify the load and is not intended to be a sterilant. The consistency of steam supply can be 

determined by the periodic analysis of the boiler feed water or condensate.

26-3

6.3.5

6.3.5 D D.6.3.5 /
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/

26-4

8.7
ISO 11138-1:2017  7.3.2

Geobacillus stearothermophilus Bacillus 

atrophaeus

14

Geobacillus stearothermophilus Bacillus subtilis ATCC 35021(5230)

Bacillus atrophaeus EO

BI 7

BI

novel EO,

BI

26-5

9.4.2.1
PQ MPQ

D.9.4.2.1

9 GMP 
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26-6

9.4.3.1 b)
PPQ 3

PPQ MPQ PPQ MPQ 

3 MPQ 1 PPQ 

MPQ

PPQ MPQ

PPQ MPQ MPQ 3

1

< >

9.4.3.1

The PPQ shall include a minimum of three planned qualification cycles, consecutive in the same study, in which all the 

specified acceptance criteria are met. PPQ may be conducted during the MPQ. If PPQ is performed in parallel with at least 

three MPQ runs, then a minimum of one additional PPQ run shall be performed using the full routine process specification.

in parallel with

26-7

9.4.3.1 b)
PPQ MPQ

PPQ PPQ

MPQ

3 1 4 PPQ EO

PPQ 2 3
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26-8

10.2 a)
JIS

ISO 11135:2014 /

ISO 11135-1:2007 10.2 a) 

ISO 11135-1:2007 JIS

ISO11135:2014

JIS T 0801:2016

ISO 11135:2014 ISO 11135-1:2007

11135:2014

/

the minimum temperature of product entering the sterilization process and/or the defined conditions used to acclimate 

the load;

26-9

D.12.3.3
1 MPQ 

MPQ PPQ 2 1 

D.1 2 

2 1

12.3.1

12.3.1 IQ, OQ, PQ and subsequent requalification(s) shall be reviewed annually to determine the extent of requalification 
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that is necessary.

2016 4 2017 2

2017 4

2017 2017 4

2018 2 2018

4

2

/

26-10

P14
EO QMS EO ISO 

9001/13485 EO

26-11

P32
EO

EO BI

ISO /TC198 WG1 (EO ) EO
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26-12

P79
EO

26-13

EO ECH

EO ECH

EO EO

EO
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EO

27-1

27-2

P208
CSV

P208

Q1 CSV 3

3

22 10 21

Q&A

33 45

Q&A

Q&A34

Q&A35

Q&A42

3

3
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Q2 P208

P208

1 2

2

3 SI - 2

2


