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IS0 9001:2000. Quality management systems - Requiremehts

ISO 9004:2000. Quality management systems - Guidelines for performance
improvements

ISO 10993-1:2003. Biological evaluation of medical devices - Part 1
Evaluation and testing

IS0 10993-2:1998. Biological evaluation of medical devices - Part 2 : Animal
welfare requirements

IS0 10993-3:2003.. Biological evaluation of medical devices - Part 3 : Tests
for genotoxicity, carcinogenicity, and reproductive toxicity

1SO 10993-4:2002. Biological evaluation of medical devices - Part 4

_Selection of tests for interaction with blood

IS0 10993-5:1999. Biological evaluation of medical devices - Part 5 ! Tests
for in vitro cytotoxicity

IS0 10993-6:1994. Biological evaluation of medical devices - Part 6 : Tests
for local effects after implantation

ISO 10993-7:1996. Biological evaluation of medical devices - Part 7
Ethylene oxide sterilization residuals

1SO 10993-9:1999. Biological evaluatlon of medlcal dev1ces - Part 9
Framework for identification and quantification of potential degradation
products ‘

1S0 10993-10:2002. Blologlcal evaluation of medical devices - Part 10 : Tests
for irritation and delayed - type hypersensitivity

IS0 10993-11:1996. Biological evaluation of medical devices - Part 11 : Tests
for systemic toxicity v

ISO 10993-12:1996. Biological evaluation of medical devices - Part 12 :
Sample preparation and reference materials

1SO 10993-13:1998. Biological evaluation of medical devices - Part 13 :
Identification and quantification of degradation products from polymeric
materials |

150 10993—1412004. Biological evaluation of medical devices - Part 14 :
Identification and quantification of degradation from products fromceramics
ISO 10993-15:2000. Biological evaluation of medical devices - Part 15 :
Identification and quantification of degradation products from metals and
alloys

ISO 10993-16:1997. Biological evaluation of medical devices - Part 16 :
Toxicokinetic study design for degradation products and leachables

ISO 10993-17:2003. Biological evaluation of medical devices - Part 17 :
Methods for the establishment of allowable limits for leachable substances
ISO 10993-18:2004. Biological evaluation of medical devices - Part 18 :

Chemical characterization of materials
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ISO 10993-19 : 2005. Physicochemical, morphological and topographical
characterization of materials

ISO TS 10993-20:2003. Biological evaluation of medical devices - Part 20 :
Principles and methods for immunotoxicology testing of medical devices
ISO 14155-1. Clinical investigation of medical devices for
- Part 1 : General requirements

human subjects

ISO 14155-2. Clinical investigation of medical devices for hum
=~ Part 2 : Clinical investigation plants
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IS0 13485:2003. Medical devices-—Quality'management Systems - Requirements
for regulatory purposes

. IS0 13448:1996. Quality systems - Medical devices -Particular requirements

for the application_of IS0 9002.
IS0 14971:2000. Medical Devices -Application of risk management to medical

devices.

ISO/DIS 22442-1. Application of risk management, Medical devices utilizing
animal tissues and their derivatives

ISO/DIS 22442-2. Control on sourcing, collection and handling, Medicai
devices utilizing animal tissues and their derivatives

150/D1S22442-3. Validation of the elimination and / or inactivation of
viruses and transmissible spongiform encephalopathy (TSE) agents, Medical
devices utilizing animal tissues and their derivatives
18011134.Sterilizathniofhealthcareproducts-Requirementsforvalidation
and routine control - industrial moist heat sterilization

IS0 11135:1994. Medical devices; validation and routine control of ethylene
oxide sterilization

ISO 11137:1995. Sterilization of health care products -Requirements for
validation and routine control - Radiation sterilization
18011737—111995.Sterilizationofnmdicaldevices-Microbiologicalnwthods
-Part 1; Estimation of population of microorganisms on products

ISO 13408 series. Aseptic proceeding of health care products

ISO 13638:1997. Sterilization of health care products -Requirements for
Validation and routine control of moist heat sterilization in health care
facilities

IS0 14160:1998. Sterilization of single—use medical devices incorporating
materials of animal origin - Validation and routine control of sterilization
by liquid sterilants

IS0 14937. Sterilization of health care products — General requirements for
characterization of a sterilizing agent and the development, validation and
routine control of a sterilization process for medical devices

IS0 17664. Sterilization of medical devices -Information to be provided by
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manufacture for the processing of resterilizable medical devices

ISO/DIS 17665:2004. Sterilization of health care products - Moist heat
-Development, Validation and routine control of a sterilization process for
medical devices '
SR 1T 4R 3 8 30 BAHTSERESHRAS 033001 A S IR B A B S S AR S 1 - R
P RBER B R OB M UM & 8 A SRR O — 80 5 I+ 5 1
EORATIN D EEL, BRSSO MEEHER OLEEE (OMP/MS) 104254
BROEROBEROLBICONT) GENE 4 WEAY 5 — 3 o 5K

(Ze2F Al

1.

ISO/1EC Guide 5121999; Safety aspects — Guidelines for their inclusion in
standards

2. ISO/IEC Guide 63:1999. Guide to the development ana inclusion of safety

aspects in International Standards for medical devices
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8. IS0 10218-1:2006. Robots for industrial environments — Safety requirements
- Part I : Robot

9. IS0 13849-1:2006. Safety of machinery - Safety-related parts of control
systems — Part I : General principles for design

10. ISO 13850:2006. Safety of machinery — Emergency stop — Principles for design

11. ISO 13855:2002. Safety of machinery — Positioning of protective equipment
with respect to the approach speeds of parts of the human body

12. ISO 14118:2000. Safety of machinery — Prevention of unexpected start-up

13. IEC 60204-1:2005. Safety of machinery - Electrical equipment of machines -
Part I : General requirements

14. IEC/TR 61508-0:2005. Functional . safety of

electrical/electronic/programmable electronic safety-related systems -
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Part 0 @ Functional safety and IEC 61508
IEC 61508-1:1998. Functional safety of electrical/electronic/programmable
electronic safety-related systems - Part I : General requirements
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1. JIS T14971:2003. EMHRHER - VA XA POBEEER~DOHER (IS0
14971:2000)
IEC 62304:2006. Medical device software — Software lifecycle processes
CDRH US-FDA:2002. General principles of software validation : Final guidance
for industry and FDA staff

4. CDRHUS-FDA:1999. Guidance for Off—the Shelf software use inmedical devices;
Final
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4. IEC 60601-1:2005. Medical electrical equipment - Part 1 : General
requirements for basic safety and essential performance

5. JEC 60601-1-2:2007. Medical electrical equipment - Part 1-2 : General
requirements for safety - Collateral standard : Electromagnetic
compatibility — Requirements and tests

6. IEC 60601-1-4:1996. Medical electrical equipment - Part 1-4 : General
requirements for safety - Collateral standard : Programmable electrical
medical systems

7. IEC 60601-1-8:2003. Medical electrical equipment - Part 1-8 : General
requirements for basic safety and essential performance - Collateral
standard ' General requipment, tests and giidance for alarm systems in
medical electrical equipment and medical electrical systems

8. IEC 60601-2-46:1998. Medical electrical equipment — Part 2-46 : Particular
requirements for the safety of operating tables

9. JEC60839-1-1:1988. Alarm systems. Part 1: General requirements. Section One:
General
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ASTM F1719-96:2002. Standard Specification for Image—Interactive
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