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EO R BB BEOBEAE, BRUECEBENY T VR T LOBEMBLZEMNTS
VERH D, £/2, BEBEOBEGIE, EHXTur A TREINIEE &L KE
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d) 7T USE (FXE, FEVIE () DOFEE)

6.4 AT LERERR
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BRI AT AL, BRERERDY/ XIXRFFOZUMERO—E L LT, FHRSH K
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EER 1 TRINLIREY, RE, BEOFAL LT, FIXE, RLEEE~OHBER
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V55— a VORIRENMIINTNA, -
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Trial Run Pouch Size Time Temperature Pressure Seal Strength
-1 Small 1.0 150 300 Average 2.1, 66 1.2
2 Large 1.0 150 300 Average 2.3, 65 1.8
3 Small 1.5 150 300 Average 2.2, 65 1.6
4 Large 1.5 150 300 Average 2.5, 66 1.3
5 Small 2.0 150 300 Average 2.4, 66 1.5
6 Large 2.0 150 300 Average 2.8, 66 1.0
7 Small 1.0 160 300 Average 3.0, 665 0.4
8 Large 1.0 160 300 Average 3.1, 65 0.6
9 Small 1.5 160 ’ 300 Average 3.3, 65 0.5
10 Large 1.5 160 300 Average 3.4, 65 0.6
11 Small 2.0 160 300 Average 2.9, 65 0.3
12 Large 2.0 160 300 Average 2.8, 66 0.4
13 Small 1.0 170 300 Average 3.1, 65 0.6
14 Large 1.0 170 300 Average 3.2, 65 0.5
15 Small 1.5 170 300 Average 2.7, 65 0.6
16 Large 1.5 170 300 Average 2.9, 65 0.4
17 - Small 2.0 170 300 Average 2.8, 65 0.6
18 ~ Large 2.0 170 300 Average 3.0, 65 0.7
19 ~ Small 1.0 150 325 Average 2.2, 65'1.7
20 Large 1.0 150 325 Average 2.3, 65 1.5
21 Small 1.5 150 325 Average 2.2, 65 1.3
22 Large 1.5 150 325 Average 2.5, 65 1.4
23 Small 2.0 150 325 Average 2.4, 66 1.7
24 Large 2.0 150 325 Average 2.8, 65 1.2
25 Small 1.0 160 325 Average 3.0, 65 0.3
26 Large 1.0 160 325 - Average 3.1, 65 0.5
27 Small 1.5 160 325 Average 3.3, 66 0.4
28 Large 1.5 160 325 Average 3.4, 65 0.3
29 Small 2.0 160 325 Average 2.9, 65 0.2
30 Large 2.0 160 325 Average 2.8, 65 0.3
31 Small 1.0 170 325 Average 3.1, 66 0.5
32 Large 1.0 170 325 Average 3.2, 66 0.4
38 Large 1.0 150 350 Average 2.3, 66 1.8
39 Small 1.5 150 350 Average 2.2, 65 1.6
40 Large 1.5 150 350 Average 2.5, 66 1.3
41 Small 2.0 150 350 Average 2.4, 66 1.5
42 Large 2.0 150 350 Average 2.8, 65 1.0
43 Small 1.0 160 350 Average 3.0, 66 0.4
44 Large 1.0 160 350 Average 3.1, 65 0.6
45 Small 1.5 160 350 Average 3.3, 65 0.5
46 Large 1.5 160 350 Average 3.4, 65 0.6
47 Small 2.0 160 350 Average 2.9, 66 0.3
48 Large 2.0 160 - 350 Average 2.8, 66 0.4
49 Small 1.0 170 350 Average 3.1, 65 0.6
50 Large 1.0 170 350 Average 3.2, 65 0.5 -
51 Small 1.5 170 350 Average 2.7, 65 0.6
52 Large 1.5 170 350 - Average 2.9,65 04
53 Small 2.0 170 350 Average 2.8, 65°0.6
54 Large 2.0 170 350 Average 3.0, 65 0.7
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1) JIS T 0841-1:2010 FAEEPE CHE S5 E%%a%@@z% 1R AR, EAY T VAT AR
VEBEV AT KT 5 EREH

2) 1ISO 11607—1:2006 Packaging for terminally sterilized medical devices - Part 1:Requirements for materials,
sterile barrier systems and packaging systems

3) JIS T 0841-2:2010 R CHRE IN I EREHROBDE —F2H—EE, —/VRUHEMYT ot
ADNYF—va v

4) IS0 11607-2:2006 ~ Packaging for terminally sterilized medical devices - Part 2:Validation requirements for
forming,

5)  JISP 8110 &K% UMRAE— qztﬁnn’gé(ﬁu%v“é eSOV 7Y 7 HE S ERSAE IS0 186:2002,
Paper and board—Sampling to determine average quality (IDT))

6) JISP 8117 MR UMRME—FER EROBRIEFERR LS (hREE) — 25— L —¥ECe S EBERAS ;- 1SO
5636-5:2003, Paper and board —Determination of air permeance and air resistance (medium range)—Part 5:
Gurley method (MOD) '

7) JISQ9001 FHERY AL bV AT A —BERBIHGHEE MR - 1S0 9001:2000, Quality management
systems —Requirements (IDT))

8) JIS Q13485 EFER—ME <RI A Y b AT H—HiH BHO 720 OERFEHGHEEBRSE : 1S0
13485:2003, Medical devices —Quality management systems —Requirements for regulatory purposes (IDT))

9) JIST 0993-1 EFMEERD AW FHIFIM — 51 56 : SPGB OSABRCGeFs EEI S 4514 ISO 10993-1:2003,
Biological evaluation of medical devices—Part 1: Evaluation and testing (IDT))

10) JIS T 0841-2 B ACERMECHAE S 2 EFMEBORE -2 1 : BF, L~ VRUHMM 72 v 20N F
—3 7 (G EERHRE IS0 11607-2:2006, Packaging for terminally sterilized medical devices—Part
2:Validation requirements for forming, sealing and assembly processes (IDT))

11) JIS Z 9015-1 FEMEREICATHHEBMEFIE—F1 .oy F T L OREICHTHAQL HERIRIR
ARG E S : IS0 2859-1:1999, Sampling procedures for inspection by attributes - Part 1:Sampling
schemes indexed by acceptance quality limit (AQL) for lot-by-lot inspection (IDT))

12) ISO 5636-1:1984 , Paper and board - Determination of air permeance (medium range) - Part 1: General Method

13) ISO 5636-2: 1984 , Paper and board - Determination of air permeance (medium range) - Part 2: Schopper method

14) ISO 11135:1994 , Medical devices - Validation and routine control of ethylene oxide sterilization

15) ISO 11137-1:2006 ., Sterilization of health care products - Radiation - Part 1: Requirements for development,
validation and routine control of a sterilization process for medical devices

16) ISO 11137-2:2006 , Sterilization of health care products - Radiation - Part 2: Establishing the sterilization dose

17)

ISO 11137-3:2006 , Sterilization of health care products - Radiation - Part 3: Guidance on dosimetric aspects -
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ISO/TS 11139:2006 , Sterilization of health care products ~ Vocabulary

ISO 13683:1997 , Sterilization of health care products - Requirements for validation and routine control of moist
heat sterilization in health care facilities [16] ISO 14937:2000 , Sterilization of health care products - General
requirements for characterization of a ster'ilizing agent and the development, validation énd routine control of a

sterilization process for medical devices

'ISO 17665-1:2006 , Sterilization of health care products - Moist heat - Part 1: Requirements for the development,

validation and routine control of a sterilization process for medical devices

EN 285 , Steam.sterilizers - Lérge sterilizers

EN 550:1994 , Sterilization of medical devices - Validation and routine control of ethylene oxide sterilization

EN 552:1994 , Sterilization of medical devices - Validation and routine control of sterilization by irradiation

EN 554:1994 , Sterilization of medical devices - Validation and routine control of sterilization by moist heat

EN 868-1:1997 ;, Packaging ﬁlaterials and systems for medical devices which are to be sterilized - Part 1:General _
requirements and test methods '

EN 868-2:1999 , Packaging materials and systems.for medical devices Which are to ibe sterilized - Part
2:Sterilization Wrap - ReQuirements and test methods

EN 868-3:1999 , Packaging materials and systems for medical devices which are to be sterilized - Part 3:Paper for
use in the manufacture of paper bags (speciﬁed in EN 868-4) and in the manufacture of pouches and reels ' |
(spéciﬁed in EN 868-5) - Requirements and test methods

EN 868-4:1999 ,A Packaging méterials and systems for medical devices which are to be sterilized - Pa}t 4:Paper
bags - Requiréments and test methods '

EN 868-5:1999 , Packaging materials and systems for medical devices which are to be sterilized - Part 5:Heat and
self-sealable pouches and reels of paper and plastic film construction - Requirements and test methods

EN 868-6:1999 » Packaging materials and systems for medical devices which are to be sterilized - Part 6:Paper for

the manufacture of packs for medical use for sterilization by ethylene oxide or irradiation - Requirements and test

- methods

31)

32)

33)

34)

35)

36).

EN 868-7:1999 , Packaging materials and systems for medical devices which are to be sterilized - Part 7;Adhesive
coated paper for the manufacture of heat sealable packs for medical use for sterilization by ethylene oxide or
irradiation - Requirements and test methods ,

EN 868-8:1999 ,Packaging materials and systéms for medical devices which are to be sterilized - Part 8:Re-usable

sterilization containers for steam sterilizers conforming to EN 285 - Requirements and test methods

‘EN 868-9:2000 , Packaging materidls and systems for medical devices which are to be sterilized - Part 9:Uncoated

nonwoven materials of polyolefines for use in the manufacture of heat sealable pouches, reels and lids -
Requirements and test methods . ]

EN 868-10:2000 , Packaging materials and systems for medical devices which are to'be sterilized - Part
10:Adhesive coated noﬁwoven materials of polyolefines for use in the manufacture of heat sealable pduches, reels
and lids - Requirements and test methods , '

EN 1422:1997 , Sterilizers for medical purposes - Ethylene oxide sterilizers - Requirements and test methods

EN 13795-1:2002 , Surgical drapes, gowns and clean air suits, used as medical devices for patients, clinical staff
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and equipment - Part 1: General requirements for manufacturers, processors and products

EN 14180:2003 , Sterilizers for medical purposes - Low temperature steam and formaldehyde sterilizers -

Requirements and testing

ANSI/AAMI ST65:2000 , Processing of reusable surgical textiles for use in health care facilities

HANSEN, J., JONES, L., ANDERSON, H., LARSEN, C., SCHOLLA, M., SPITZLEY, J., and BALDWIN, 1995.
In quest of sterile packaging: Part 1; Approaches to package testing. Med. Dev. & Diag. Ind. 17 (8): pp. 56-61
JONES, L., HANSEN, J., ANDERSON, H., LARSEN, C., SCHOLLA, M., SPITZLEY, J., and BALDWIN,A.
1995. In quest of sterile packaging: Part 2; Approaches to package testing. Med. Dev. & Diag. Ind. 17 (9):pp.
72-79 A

SCHOLLA, M., HACKETT, S., RUDYS, S., MICHELS, C. and BLETSOS, J. 2000. A potential method for the
specification of microbial barrier properties. Med. Dev. Technol. 11 (3): pp. 12-16

SCHOLLA, M., SINCLAIR, C.S., and TALLENTIRE, A. (1995). A European Consortium Effort to Devélop a
Physical Test for Assessing the Microbial Barrier Propeniés of Porous Medical Packaging Materials. In:Pharm.
Med. Packaging 95, Copenhagen, Denmark

TALLENTIRE, A. and SINCLAIR, C.S. (1996). A Discriminating Method for Measuring the Microbial Barrier
Performance of Medical Packaging Papers. Med. Dev. Diag. Ind., 18 (5), pp. 228-241

SINCLAIR, C.S. and TALLENTIRE, A. (2002) Definition of a correlation between microbiological and physical
articulate barrier performances for porous medical packaging materials. PDA J. Pharm. Sci. Technol. 56 (1): pp.
11-9 - ,
IUNGHANNB, U., WINTERFELD, S., GABELE, L. and KULOW; U. Hygienic-Microbiological and Technical
Testing of Sterilizer Container Systems, Zentr. Steril. 1999; 7 (3) pp. 154-162 under Sterile barrier systems,
Package Integrity V -
GABELE, L. and JUNGHANNS, U. Untersuchung zur Lagerdauer von Sterilgut unter Einbezug des
Sterilcontainers; Aseptica 6, 2000, pp. 5-7 ' ’

Merkblatt 45, Verpackungs-Rundschau 5/1982; Priifung von HeiBsiegelnéhten auf Dichtigkeit Herausgegeben von
den Arbeitsgruppen der Industrievereinigung fiir Lebensmittéltechnologie und Verpackung e. V. am
Fraunhofer-Institut fiir Lebensmitteltechnologie und Verpackung, Institut an der Technischen Universitét
Miinchen

DUNKELBERG, H. and WEDEKIND, S. A New Method for Testing the Effectiveness of the Microbial Barrier
Properties of Packaging Materials for Sterile Products; Biomed. Technik, 47 (2002), pp. 290-293

Test method for the microbial barrier properties of wrapping materials, new approach; Report No. 319 011. 007
RIVM (Rijksinstituut voor volksgezondheid en milieuhygiene), Netherlands

Test method for the microbial barrier properties of packaging for medical devices; Report No. 31900, RIVM
(Rijksinstituut voor volksgezondheid en milieuhygiene), Netherlands

International Vocabulary of Basic and General Terms in Metrology: 1993, BIPM, IEC, IFCC, ISO, IUPAC,
TUPAP, OIML

AORN Journal 26 (21 :334-350) Microbiology of Sterilization. Litsky, Bertha, Y. 1977

USP 27<1031> The biocompatibility of materials used in drug containers, medical devices and implants
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strength(MOD)
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resistance (Elmendorf method) (MOD)
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