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indicators as an alternative to the Bowie and Dick-type test for detection of steam penetration.

[21] ISO 11140-5 Sterilization of health care products—Chemical indicators—Part 5. Class 2
indicators for Bowie and Dick-type air removal tests.

[22] 1ISO 11737-1 Sterilization of health care products—Radiation—Part 1. Requirements for
development, validation and routine control of a sterilization process for medical devices.

[23] 1ISO 11737-2 Sterilization of health care products—Radiation—Part 2; Establishing the
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sterilization dose.

[24] 1ISO 13408-1 Aseptic processing of health care products—Part 1. General requirements.

[25] 1ISO 13485 Medical devices—Quality management systems—Requirements {or regulatory
purposes.

[26] ISO 14161 Sterilization of health care products—Biological indicators—Guidance for the
selection, use and interpretation of results.

[27 ] ISO 14937 Sterilization of health care products—General requirements for
characterization of a sterilizing agent and the development, validation and routine control of a steriliza-
tion process for medical devices.

[28] ISO/TR 14969 Medical devices—Quality management systems— Guidance on the appli-
cation of ISO 13485; 2003.

[29] 1ISO 15223-1 Medical devices—Symbols to be used with medical device labels, labelling
and information to be supplied—Part 1. General requirements.

[30] ISO 15882 Sterilization of health care products—Chemical indicators—Guidance for se-
lection, use and interpretation of results.

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

[32] ISO 15883-2 Washer-disinfectors—Part 2: Requirements and tests for washer-
disinfectors employing thermal disinfection for surgical instruments, anaesthetic equipment, bowls,
dishes, receivers, utensils, glassware, etc..

[33] ISO 15883-3 Washer-disinfectors—Part 3: Requirements and tests for washer-
disinfectors employing thermal disinfection for human waste containers.

[34] IS0 18472 Sterilization of health care products—Biological and chemical indicators—Test
equipment.

[35] IEC60068-2-27 Environmental testing—Part 2-27: Tests— Test Ea and guidance: Shock.

[36] IEC 60068-2-31 Environmental testing—Part 2-31: Tests—est Ec: Rough handling
shocks, primarily for equipment-type specimens.

[37] IEC 60068-2-47 Environmental testing—art 2-47; Tests—ounting of specimens for vibra-
tion, impact and similar dynamic tests.

[38] ISO 5832-1 Implants for surgery—Metallic materials—Part 1: Wrought stainless steel.

[39] 1ISO 5832-9 Implants for surgery—Metallic materials—Part 9: Wrought high nitrogen
stainless steel.

[40] ISO 5832-4 Implants for surgery— Metallic materials—Part 4: Cobalt-chromium-molyb-
denum casting alloy.

[41] ISO 5832-5 Implants for surgery—Metallic materials—Part 5: Wrought cobalt-
chromium-tungsten-nickel alloy.

[42] 1ISO 5832-6 Implants for surgery—Metallic materials—Part 6. Wrought cobalt-nickel-
chromium-molybdenum alloy.

[43] ISO 5832-7 Implants for surgery—Metallic materials—Part 7. Forgeable and cold-
formed cobalt-chromium-nickel-molybdenum-iron alloy.

[44] 1ISO 5832-8 Implants for surgery—Metallic materials—Part 8: Wrought cobalt-nickel-
chromium-molybdenum- tungsten-iron alloy.

[45] 1ISO 5832-12 Implants for surgery—Metallic materials—Part 12: Wrought cobalt-chro-
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mium-molybdenum alloy.

[46] ISO 5832-2 Implants for surgery—Metallic materials—Part 2: Unalloyed titanium.

[47] 1SO 5832-3 Implants for surgery—Metallic materials—Part 3: Wrought titanium 6-alu-
minium 4-vanadium alloy.

[48] ISO 5832-11 Implants for surgery—Metallic materials—Part 11: Wrought titanium
6-aluminium 7-niobium alloy.

[49] EN 2100 Aluminium alloy AL-P2014A-T4511. Extruded bars and sections a or D<C
200 mm.

[50] EN 2127 Aluminium alloy AL-P7075-T73511.Extruded bars and sections a or D $3 L
100 mm.

[51] EN 2128 Aluminium alloy AL-P7075-T73511.Extruded bars and sections a or D $3 L
100 mm.

[52] EN 2318 Aluminium alloy AL-P2024-T3511.Extruded bars and sections 1,2 mm $3 L a
orD $3 L 150 mm.

[53] EN 2326 Aluminium alloy AL-P6082-T6. Extruded bars and sections a or D $3 L
200 mm.

[54] EN 2384 Aluminium alloy AL-P2014A-T6511.Extruded bars and sections a or D $3 L

150 mm.
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