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[13] ISO/TS 17665-2:2009, Sterilization ol health care products — Moist heat—Part 2:Guidance
on the application of 1SO) 17665-1

[147 TISO 11138-1,Sterilization of health care products—Biological indicators—Part 1:General require-
ments

[15] 1ISO 11138-3,Sterilization of health care products — Biological indicators — Part 3:Biological
indicators [or moist heat sterilization processes

[16] ISO/TS 11139, Sterilization of health care products— Vocabulary

[17] IS0 11140-5,Sterilization of health care products—Chemical indicators —Part 5:Class 2 in-
dicators for Bowie and Dick-type air removal tests

[18] IS0 11607(all parts),Packaging for terminally sterilized medical devices

[19] ISO 14040, Environmental management Life cycle assessment—Principles and frame-
work

[207 IS0 14644-1.Cleanrooms and associated controlled environments—Part 1.Classification of
air cleanliness by particle concentration

[21] ISO/TR 14969. 2004, Medical devices—Quality management systems —Guidance on the
application of IS0 13485:2003

[22] ISO 15882:2008, Sterilization of health care products Chemical indicators  Guidance for
selection, use and interpretation of results

[23] 1ISO 15883-1, Washer-disinfectors —Part 1: General requirements, terms and definitions
and tests

[24] IS0 15883-2,Washer-disinfectors— Part 2. Requirements and tests for washer-disinfectors
employing thermal disinfection for surgical instruments. anaesthetic equipment, bowls, disher,
receivers, utensils, glassware.etc..
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[25] 1ISO 15883-4,Washer-disinfectors— Part 4: Requirements and tests for washer-disinfectors
employing chemical disinfection for thermolabile endoscopes

[26] ISO/TS 15883-5, Washer-disinfectors— Part 5: Test soils and methods for demonstrating
cleaning efficacy

[27] IS0 17664 ,Sterilization of medical devices— Information to be provided by the device man-
ufacturer for the processing of reusable medical devices

[28] 1SO/TS 17665-2:2009, Sterilization of health care products—Moist heat— Part 2;Guidance on the
application of 1SO 17665-1

[297] 1SO 3746, Acoustics—Determination of sound power level and sound energy levels of noise
sources using sound pressure — Survey method using an enveloping measurement surface over a reflec-
ting plane

[30] IEC 61010-2-040, Safety requirements for electrical equipment for measurement, control
and laboratory use—Part 2-040: Particular requirements for sterilizers and washer-disinfectors used to
treat medical materials

[31] ANSI/AAMI ST79, Comprehensive guide to steam sterilization and sterility assurance in
health care facilities

[32] EN 12442-1,Animal tissues and their derivatives utilized in the manufacture of medical de-
vices—Analysis and management of risk

[33] EN 12442-2.2000, Animal tissues and their derivatives utilized in the manufacture of medi-
cal devices—Controls on sourcing, collection and handling

[34] EN 12442-3.2000, Animal tissues and their derivatives utilized in the manufacture of medi-
cal devices— Validation of the elimination and/or inactivation of viruses and transmissible agents

[35] EN 867-5,Non-biological systems for use in sterilizers— Part 5, Specification for indicator
systems and process challenge devices for use in performance testing for small sterilizers Type B and
Type S

[36] EN 868-2,Packaging materials and systems for medical devices which are to be sterilizerd—Part 2.
Sterilization wrap— Requirements and test methods

[37] EN 868-3,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
ol pouches and reels (specified in EN 868-5) —Requirements and test methods

[38] EN 868-4,Packaging materials and systems for medical devices which are to be sterilized—
Part 4.Paper bags Requirements and test methods

[397 EN 868-5,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 {ilm construction—Requirements
and test methods

[40] EN 868-8,Packaging matcrials and systems for medical devices which are to be sterilized
Part 8: Re-usable sterilization containers for steam sterilizers conforming to EN285—Requirements
and test methods

[41] EN 868-9,Packaging material 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 pou-
ches.reels and lids— Requirements and test methods

[42] EN 868-10,Packaging material and systems for medical devices which are to be sterilized
Part 10: Adhesive coated nonwoven materials of polyolefines for use in the manufacture of heat
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sealable pouches,reels and lids— Requirements and test methods

[43] EN 285,Sterilization —Steam sterilizers Large sterilizers

[447 EN 556-1, Sterilization of medical devices—Requirements [or medical devices to be desig-
nated “STERILE”  Part 1:Requirements for terminally sterilized medical devices

[45] EN 13060:2004,Small steam sterilizers

[46 ] Bowie,]. H., Kelsey, ]J.C., Thompson.,G.R., The bowie and dick autoclave test. Lancet,
1963:586-587

[47] Chen,].H..Skoski. T.A..Methods of testing virucides, disinfection, sterilization and pres-
ervation, 3rd Edition(Block S.S.,ed.).Lea and Febinger, Philadelphia, PA,1983

[48] Good automated manufacturing practice, Guide for validation ol automated systems in
pharmaceutical manuflacturing (GAMP 5)2008

[49] Halvorson, H.C., Ziegler, N.R., Applications of statistics to problems in bacteriology.J.
Bacteriol,1933,25(2):101-118

[50] TIrvine.Th.F.,Liley,P.E.,Steam and gas tables with computer equations, Academic Press, 1984

[51] Morrissey,R.F.,Phillips.G.B. (eds.) , Sterilization technology: A practical guide for manu-
facturers and users of health care products.Van Nostrant Reinhold.New York.1995

[52] Parenteral Drug Association, Technical Report No.1 Revised 2007, Validation ol moist heat
sterilization processes: Cycle design.development. qualification. and ongoing control. PDA Bethesda,
MD., 2007

[53] Pflug, L. ]., Kristen, D. E., Carrying out bilolgical qualification, the control operation of
moist-heat (steam sterilization) process [or producing sterile pharmaceuticals and medical devices.PDA
J.Pharm.Sci. Technol,2000,54(2)

[54] Pflug,1.].. Microbiology and enginecring of sterilization processes. St Paul University of
Minnesota, Department of Food and Science and Nutrition and Schools of Public Health,1992, Tenth
Edition,1999

[55] Parry,W.T.,Bellows.].C.,Gallagher,].S.,Harvey, A.H., ASME international stcam tables
for industrial use. ASME Press,New York,2000

[56] Pflug.L.]., Holecomb, R.G., Principles of thermal destruction of microorganisms, disinlec-
tion, sterilization and preservation(Block S.8.,ed.).Lea and Febinger, Philadelphia.PA.1983

[57] Pllug,L]..Microbiology and engineering of sterilization processes, 1992

[58] Release on the IAPWS industrial [ormulation 1997 for the thermodynamic properties of
water and steam.Erlangen, Germany,1997(IAPWS-1F97) , ASME Press,New York,2000
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