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  .قرار خواهد گرفت يمورد بازنگر مشخص يزمان يدر بازه ها از ويدر صورت ن ن فهرستيا

 .فهرست شده زير باشند، قابل استفاده هستند منتشر شده که معادل استانداردهاي هماهنگ استانداردهاي مليِ
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جايگزينيتاريخ  قبلياستاندارد  عنوان شماره
ISO ١٣٤٨٥:٢٠٠٣ Medical devices - Quality management systems - 

Requirements for regulatory purposes 
  

ISO ١٤٩٧١:٢٠٠٧ Medical devices - Application of risk management to 
medical devices 

  

ISO ١:٢٠٠٣-١٤١٥٥ Clinical investigation of medical devices for human 
subjects - Part ١: General requirements 

  

ISO ٢:٢٠٠٣-١٤١٥٥ Clinical investigation of medical devices for human 
subjects - Part ٢: Clinical investigation plans 

  

ISO ١٥٢٢٥:٢٠٠٠  
+ A١:٢٠٠٤ 

Nomenclature - Specification for a nomenclature 
system for medical devices for the purpose of 
regulatory data exchange 

  

ISO ١:٢٠٠٣-١٠٩٩٣ Biological evaluation of medical devices - Part ١: 
Evaluation and testing 

  

ISO ٣:٢٠٠٣-١٠٩٩٣ Biological evaluation of medical devices - Part ٣: Tests 
for genotoxicity, carcinogenicity and reproductive 
toxicity 

  

ISO ٤:٢٠٠٢-١٠٩٩٣  
+ A١:٢٠٠٦ 

Biological evaluation of medical devices - Part ٤: 
Selection of tests for interactions with blood 

  

ISO ٥:١٩٩٩-١٠٩٩٣ Biological evaluation of medical devices - Part ٥: Tests 
for in vitro cytotoxicity 

  

ISO ٦:٢٠٠٧-١٠٩٩٣ Biological evaluation of medical devices - Part ٦: Tests 
for local effects after implantation 

  

ISO ٩:١٩٩٩-١٠٩٩٣ Biological evaluation of medical devices - Part ٩: 
Framework for identification and quantification of 
potential degradation products 

  

ISO ١٠:٢٠٠٢-١٠٩٩٣  
+ A١:٢٠٠٦ 

Biological evaluation of medical devices - Part ١٠: 
Tests for irritation and delayed-type hypersensitivity 

  

ISO ١١:٢٠٠٦-١٠٩٩٣ Biological evaluation of medical devices - Part ١١: 
Tests for systemic toxicity 

  

ISO ١٢:٢٠٠٤-١٠٩٩٣ Biological evaluation of medical devices - Part ١٢: 
Sample preparation and reference materials 

  

ISO ١٣:١٩٩٨-١٠٩٩٣ Biological evaluation of medical devices - Part ١٣: 
Identification and quantification of degradation 
products from polymeric medical devices 

  

ISO ١٤:٢٠٠١-١٠٩٩٣ Biological evaluation of medical devices - Part ١٤: 
Identification and quantification of degradation 
products from ceramics 
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جايگزينيتاريخ  قبلياستاندارد  عنوان شماره
ISO ١٥:٢٠٠٠-١٠٩٩٣ Biological evaluation of medical devices - Part ١٥: 

Identification and quantification of degradation 
products from metals and alloys 

  

ISO ١٦:١٩٩٧-١٠٩٩٣ Biological evaluation of medical devices - Part ١٦: 
Toxicokinetic study design for degradation products 
and leachables 

  

ISO ١٧:٢٠٠٢-١٠٩٩٣ Biological evaluation of medical devices - Part ١٧: 
Establishment of allowable limits for leachable 
substances 

  

ISO ١٨:٢٠٠٥-١٠٩٩٣ Biological evaluation of medical devices - Part ١٨: 
Chemical characterization of materials 

  

ISO ١:٢٠٠٧-١١١٣٥ Sterilization of health care products - Ethylene oxide - 
Part ١: Requirements for development, validation and 
routine control of a sterilization process for medical 
devices 

  

ISO ١:٢٠٠٦-١١١٣٧ Sterilization of health care products - Radiation - Part 
١: Requirements for development, validation and 
routine control of a sterilization process for medical 
devices 

  

ISO ٢:٢٠٠٦-١١١٣٧ Sterilization of health care products - Radiation - Part 
٢: Establishing the sterilization dose 

  

ISO ٢:٢٠٠٦-١١١٣٨ Sterilization of health care products - Biological 
indicators - Part ٢: Biological indicators for ethylene 
oxide sterilization processes 

  

ISO ٣:٢٠٠٦-١١١٣٨ Sterilization of health care products - Biological 
indicators - Part ٣: Biological indicators for moist heat 
sterilization processes 

  

ISO ١:٢٠٠٥-١١١٤٠ Sterilization of health care products - Chemical 
indicators - Part ١: General requirements 

  

ISO ٣:٢٠٠٧-١١١٤٠ Sterilization of health care products - Chemical 
indicators - Part ٣: Class ٢ indicator systems for use 
in the Bowie and Dick-type steam penetration test 

  

ISO ٤٠٧٤:٢٠٠٢ Natural latex rubber condoms - Requirements and 
test methods 

  

ISO ٤١٣٥:٢٠٠١ Anaesthetic and respiratory equipment - Vocabulary   

ISO ١:٢٠٠٤-٥٣٥٦ Anaesthetic and respiratory equipment - Conical 
connectors - Part ١: Cones and sockets 

  

ISO ٢:٢٠٠٦-٥٣٥٦ Anaesthetic and respiratory equipment - Conical 
connectors - Part ٢: Screw-threaded weight-bearing 
connectors 

  

ISO ١:٢٠٠٠-٥٣٦٦ Anaesthetic and respiratory equipment - 
Tracheostomy tubes - Part ١: Tubes and connectors 
for use in adults 

  

ISO ٥٨٤٠:٢٠٠٥ Cardiovascular implants - Cardiac valve prostheses   

ISO ٧١٩٧:٢٠٠٦ Neurosurgical implants - Sterile, single-use 
hydrocephalus shunts and components 

  

ISO ٧١٩٨:١٩٩٨ Cardiovascular implants - Tubular vascular prostheses   

ISO ٧٣٧٦:٢٠٠٣ Anaesthetic and respiratory equipment - 
Laryngoscopes for tracheal intubation 

  

ISO ١:٢٠٠٧-٧٣٩٦ Medical gas pipeline systems - Part ١: Pipeline 
systems for compressed medical gases and vacuum 

  

ISO ٢:٢٠٠٧-٧٣٩٦ Medical gas pipeline systems - Part ٢: Anaesthetic gas 
scavenging disposal systems 

  

ISO ٧٤٣٩:٢٠٠٢ Copper-bearing intra-uterine contraceptive devices -   
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جايگزينيتاريخ  قبلياستاندارد  عنوان شماره
Requirements, tests 

ISO ٣:٢٠٠٥-٧٨٨٦ Sterile hypodermic syringes for single use - Part ٣: 
Auto-disable syringes for fixed-dose immunization 

  

ISO ٤:٢٠٠٦-٧٨٨٦ Sterile hypodermic syringes for single use - Part ٤: 
Syringes with re-use prevention feature 

  

ISO ٨١٨٥:٢٠٠٧ Respiratory tract humidifiers for medical use - 
Particular requirements for respiratory humidification 
systems 

  

ISO ٨٣٥٩:١٩٩٦ Oxygen concentrators for medical use - Safety 
requirements 

  

ISO ٤:٢٠٠٧-٨٥٣٦ Infusion equipment for medical use - Part ٤: Infusion 
sets for single use, gravity feed 

  

ISO ٢:٢٠٠٧-٨٨٣٥ Inhalational anaesthesia systems - Part ٢: Anaesthetic 
breathing systems 

  

ISO ٣:٢٠٠٧-٨٨٣٥ Inhalational anaesthesia systems - Part ٣: Transfer 
and receiving systems of active anaesthetic gas 
scavenging systems 

  

ISO ٤:٢٠٠٤-٨٨٣٥  Inhalational anaesthesia systems - Part ٤: Anaesthetic 
vapour delivery devices 

  

ISO ٥:٢٠٠٤-٨٨٣٥  Inhalational anaesthesia systems - Part ٥: 
Anaesthesia ventilators 

  

ISO ١:٢٠٠٠-٩٣٦٠ Anaesthetic and respiratory equipment - Heat and 
moisture exchangers (HMEs) for humidifying respired 
gases in humans - Part ١: HMEs for use with 
minimum tidal volumes of ٢٥٠ ml 

  

ISO ٢:٢٠٠١-٩٣٦٠ Anaesthetic and respiratory equipment - Heat and 
moisture exchangers (HMEs) for humidifying respired 
gases in humans - Part ٢: HMEs for use with 
tracheostomized patients having minimum tidal 
volumes of ٢٥٠ ml 

  

ISO ٩٧١٣:٢٠٠٢ Neurosurgical implants - Self-closing intracranial 
aneurysm clips 

  

ISO ٩٩١٩:٢٠٠٥ Medical electrical equipment - Particular requirements 
for the basic safety and essential performance of 
pulse oximeter equipment for medical use 

  

ISO ١:١٩٩٩-١٠٠٧٩ Medical suction equipment - Part ١: Electrically 
powered suction equipment - Safety requirements 

  

ISO ٢:١٩٩٩-١٠٠٧٩ Medical suction equipment - Part ٢: Manually powered 
suction equipment 

  

ISO ٣:١٩٩٩-١٠٠٧٩ Medical suction equipment - Part ٣: Suction 
equipment powered from vacuum or pressure source 

  

ISO ١٠٣٢٨:٢٠٠٦ Prosthetics - Structural testing of lower-limb 
prostheses - Requirements and test methods 

  

ISO ١:٢٠٠٦-١٠٥٢٤ Pressure regulators for use with medical gases - Part 
١: Pressure regulators and pressure regulators with 
flow-metering devices 

  

ISO ٢:٢٠٠٥-١٠٥٢٤ Pressure regulators for use with medical gases - Part 
٢: Manifold and line pressure regulators 

  

ISO ٣:٢٠٠٥-١٠٥٢٤ Pressure regulators for use with medical gases - Part 
٣: Pressure regulators integrated with cylinder valves 

  

ISO ١٠٥٣٥:٢٠٠٦ Hoists for the transfer of disabled persons - 
Requirements and test methods 

  

ISO ١:١٩٩٦-١٠٥٥٥  
+ A١:١٩٩٩ + 

Sterile, single-use intravascular catheters - Part ١: 
General requirements 
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جايگزينيتاريخ  قبلياستاندارد  عنوان شماره
A٢:٢٠٠٤ 

ISO ٢:٢٠٠٤-١٠٦٥١ Lung ventilators for medical use - Particular 
requirements for basic safety and essential 
performance - Part ٢: Home care ventilators for 
ventilator-dependent patients 

  

ISO ٤:٢٠٠٢-١٠٦٥١ Lung ventilators - Part ٤: Particular requirements for 
operator-powered resuscitators 

  

ISO ٦:٢٠٠٤-١٠٦٥١ Lung ventilators for medical use - Particular 
requirements for basic safety and essential 
performance - Part ٦: Home-care ventilatory support 
devices 

  

ISO ١١١٩٧:٢٠٠٤ Medical supply units   

ISO ١:٢٠٠٦-١١٦٠٧ Packaging for terminally sterilized medical devices - 
Part ١: Requirements for materials, sterile barrier 
systems and packaging systems 

  

ISO ٢:٢٠٠٦-١١٦٠٧ Packaging for terminally sterilized medical devices - 
Part ٢: Validation requirements for forming, sealing 
and assembly processes 

  

ISO ١:٢٠٠٦-١١٧٣٧ Sterilization of medical devices - Microbiological 
methods - Part ١: Determination of a population of 
microorganisms on products 

  

ISO ٢:٢٠٠٧-١١٨١٠ Lasers and laser-related equipment - Test method 
and classification for the laser-resistance of surgical 
drapes and/or patient-protective covers - Part ٢: 
Secondary ignition 

  

ISO ٨:٢٠٠٦-١١٩٧٩ Ophthalmic implants - Intraocular lenses - Part ٨: 
Fundamental requirements 

  

ISO ١١٩٩٠:٢٠٠٣ Optics and optical instruments - Lasers and laser-
related equipment - Determination of laser resistance 
of tracheal tube shafts 

  

ISO ١٤١٦٠:١٩٩٨ Sterilization of single-use medical devices 
incorporating materials of animal origin - Validation 
and routine control of sterilization by liquid chemical 
sterilants 

  

ISO ١٤٤٠٨:٢٠٠٥ 
 

Tracheal tubes designed for laser surgery - 
Requirements for marking and accompanying 
information 

  

ISO ١٤٥٣٤:٢٠٠٢ Ophthalmic optics - Contact lenses and contact lens 
care products - Fundamental requirements 

  

ISO ١٤٦٠٢:١٩٩٨ Non-active surgical implants - Implants for 
Osteosynthesis - Particular requirements 

  

ISO ١٤٦٠٧:٢٠٠٧ Non-active surgical implants - Mammary implants - 
Particular requirements 

  

ISO ١٤٦٣٠:٢٠٠٥ Non-active surgical implants - General requirements   

ISO ١٤٨٨٩:٢٠٠٣ Ophthalmic optics - Spectacle lenses - Fundamental 
requirements for uncut finished lenses 

  

ISO ١٤٩٣٧:٢٠٠٠ 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 

  

ISO ١٥٠٠١:٢٠٠٤ Anaesthetic and respiratory equipment - Compatibility 
with oxygen 

  

ISO ١:٢٠٠٦-١٥٠٠٤ Ophthalmic instruments - Fundamental requirements 
and test methods - Part ١: General requirements 
applicable to all ophthalmic instruments 
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جايگزينيتاريخ  قبلياستاندارد  عنوان شماره
ISO ١٥٧٤٧:٢٠٠٣ Plastics containers for intravenous injection    

ISO ١٥٨٨٢:٢٠٠٣ Chemical indicators - Guidance on the selection, use, 
and interpretation of results 

  

ISO ١:٢٠٠٦-١٥٨٨٣ Washer-disinfectors - Part ١: General requirements, 
terms and definitions and tests 

  

ISO ٢:٢٠٠٦-١٥٨٨٣ 
 

Washer-disinfectors - Part ٢: Requirements and tests 
for washer-disinfectors employing thermal disinfection 
for surgical instruments, anaesthetic equipment, 
bowls, dishes, receivers, utensils, glassware, etc. 

  

ISO ٣:٢٠٠٦-١٥٨٨٣ Washer-disinfectors - Part ٣: Requirements and tests 
for washer-disinfectors employing thermal disinfection 
for human waste containers 

  

ISO ١٦٢٠١:٢٠٠٦ Technical aids for disabled persons - Environmental 
control systems for daily living 

  

ISO ١:٢٠٠٢-١٧٥١٠ Sleep apnoea breathing therapy - Part ١: Sleep 
apnoea breathing therapy devices 

  

ISO ٢:٢٠٠٣-١٧٥١٠ Sleep apnoea breathing therapy - Part ٢: Masks and 
application accessories 

  

ISO ١٧٦٦٤:٢٠٠٤ Sterilization of medical devices - Information to be 
provided by the manufacturer for the processing of 
resterilizable medical devices 

  

ISO ١:٢٠٠٦-١٧٦٦٥ Sterilization of health care products - Moist heat - 
Part ١: Requirements for the development, validation 
and routine control of a sterilization process for 
medical devices 

  

ISO ١٨٧٧٧:٢٠٠٥ Transportable liquid oxygen systems for medical use - 
Particular requirements 

  

ISO ١٨٧٧٨:٢٠٠٥ Respiratory equipment - Infant monitors - Particular 
requirements 

  

ISO ١٨٧٧٩:٢٠٠٥ Medical devices for conserving oxygen and oxygen 
mixtures - Particular requirements 

  

ISO ١٩٠٥٤:٢٠٠٦ Rail systems for supporting medical equipment   

ISO ٢١١٧١:٢٠٠٦ Medical gloves - Determination of removable surface 
powder 

  

ISO ٢١٥٣٤:٢٠٠٧ Non-active surgical implants - Joint replacement 
implants - Particular requirements 

  

ISO ٢١٥٣٥:٢٠٠٧ Non-active surgical implants - Joint replacement 
implants - Specific requirements for hip-joint 
replacement implants 

  

ISO ٢١٥٣٦:٢٠٠٧ Non-active surgical implants - Joint replacement 
implants - Specific requirements for knee-joint 
replacement implants 

  

ISO ٢١٦٤٧:٢٠٠٤ Medical electrical equipment - Particular requirements 
for the basic safety and essential performance of 
respiratory gas monitors 

  

ISO ٢١٦٤٩:٢٠٠٦ Needle-free injectors for medical use - Requirements 
and test methods 

  

ISO ٢١٩٦٩:٢٠٠٦ High-pressure flexible connections for use with 
medical gas systems 

  

ISO ٢٢٥٢٣:٢٠٠٦ External limb prostheses and external orthoses - 
Requirements and test methods 

  

ISO ٢٢٦١٠:٢٠٠٦ Surgical drapes, gowns and clean air suits, used as 
medical devices, for patients, clinical staff and 
equipment - Test method to determine the resistance 
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جايگزينيتاريخ  قبلياستاندارد  عنوان شماره
to wet bacterial penetration 

ISO ٢٢٦١٢:٢٠٠٥ Clothing for protection against infectious agents - 
Test method for resistance to dry microbial 
penetration 

  

ISO ٢٢٦٧٥:٢٠٠٦ Prosthetics - Testing of ankle-foot devices and foot 
units - Requirements and test methods 

  

ISO ٢٣٧٤٧:٢٠٠٧ Anaesthetic and respiratory equipment - Peak 
expiratory flow meters for the assessment of 
pulmonary function in spontaneously breathing 
humans 

  

ISO ٧٧٤٠:١٩٨٥ Instruments for surgery, scalpels with detachable 
blades, fitting dimensions 

  

EN ٩٨٠:٢٠٠٣ Graphical symbols for use in the labelling of medical 
devices 

  

EN ١٠٤١:١٩٩٨ Information supplied by the manufacturer with 
medical devices 

  

EN ٢٨٥:٢٠٠٦ Sterilization - Steam sterilizers - Large sterilizers   

EN ٣٧٥:٢٠٠١ Information supplied by the manufacturer with in 
vitro diagnostic reagents for professional use 

  

EN ٣٧٦:٢٠٠٢ Information supplied by the manufacturer with in 
vitro diagnostic reagents for self-testing 

  

EN ١:٢٠٠٠-٤٥٥ Medical gloves for single use - Part ١: Requirements 
and testing for freedom from holes 

  

EN ٢:٢٠٠٠-٤٥٥ Medical gloves for single use - Part ٢: Requirements 
and testing for physical properties (including 
Technical Corrigendum ١:١٩٩٦) 

  

EN ٣:٢٠٠٦-٤٥٥ Medical gloves for single use - Part ٣: Requirements 
and testing for biological evaluation 

  

EN ١:٢٠٠١-٥٥٦ 
 + AC:٢٠٠٦ 

Sterilization of medical devices - Requirements for 
medical devices to be designated "STERILE" - Part ١: 
Requirements for terminally sterilized medical devices 

  

EN ٢:٢٠٠٣-٥٥٦ Sterilization of medical devices - Requirements for 
medical devices to be designated "STERILE" - Part ٢: 
Requirements for aseptically processed medical 
devices 

  

EN ٥٩١:٢٠٠١ Instructions for use for in vitro diagnostic instruments 
for professional use 

  

EN ٥٩٢:٢٠٠٢ Instructions for use for in vitro diagnostic instruments 
for self-testing 

  

EN ١:١٩٩٨-٧٣٧ Medical gas pipeline systems - Part ١: Terminal units 
for compressed medical gases and vacuum 

  

EN ٤:١٩٩٨-٧٣٧ Medical gas pipeline systems - Part ٤: Terminal units 
for anaesthetic gas scavenging systems 

  

EN ٤:١٩٩٨-٧٣٨ 
+ A١:٢٠٠٢ 

Pressure regulators for use with medical gases - Part 
٤: Low-pressure regulators intended for incorporation 
into medical equipment 

  

EN ٧٣٩:١٩٩٨ 
+ A١:٢٠٠٢ 

Low-pressure hose assemblies for use with medical 
gases 

  

EN ١:١٩٩٧-٧٩٤ 
+ A١:٢٠٠٠ 

Lung ventilators - Part ١: Particular requirements for 
critical care ventilators 

  

EN ٣:١٩٩٨-٧٩٤ 
+ A١:٢٠٠٥ 

Lung ventilators - Part ٣: Particular requirements for 
emergency and transport ventilators 

  

EN ١:١٩٩٥-١٠٦٠ Non-invasive sphygmomanometers - Part ١: General   
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جايگزينيتاريخ  قبلياستاندارد  عنوان شماره
+ A١:٢٠٠٢ requirements 

EN ٢:١٩٩٥-١٠٦٠ Non-invasive sphygmomanometers - Part ٢: 
Supplementary requirements for mechanical 
sphygmomanometers 

  

EN ٣:١٩٩٧-١٠٦٠ 
+ A١:٢٠٠٥ 

Non-invasive sphygmomanometers - Part ٣: 
Supplementary requirements for electro-mechanical 
blood pressure measuring systems 

  

EN ٤:٢٠٠٤-١٠٦٠ Non-invasive sphygmomanometers - Part ٤: Test 
procedures to determine the overall system accuracy 
of automated non-invasive sphygmomanometers 

  

EN ٣:٢٠٠٤-١٠٨٩ Transportable gas cylinders - Gas cylinder 
identification (excluding LPG) - Part ٣: Colour coding 

  

EN ١:١٩٩٧-١٢٨٠ 
+ A١:٢٠٠٠ 

Agent specific filling systems for anaesthetic 
vaporizers - Part ١: Rectangular keyed filling systems 

  

EN ٢:٢٠٠٥-١٢٨٢ Tracheostomy tubes - Part ٢: Paediatric tubes (ISO 
٣:٢٠٠١-٥٣٦٦, modified) 

  

EN ١٤٢٢:١٩٩٧ Sterilizers for medical purposes - Ethylene oxide 
sterilizers - Requirements and test methods 

  

EN ١٦١٨:١٩٩٧ Catheters other than intravascular catheters - Test 
methods for common properties 

  

EN ١٦٣٩:٢٠٠٤ Dentistry - Medical devices for dentistry - Instruments   

EN ١٦٤٠:٢٠٠٤ Dentistry - Medical devices for dentistry - Equipment   

EN ١٦٤١:٢٠٠٤ Dentistry - Medical devices for dentistry - Materials   

EN ١٦٤٢:٢٠٠٤ Dentistry - Medical devices for dentistry - Dental 
implants 

  

EN ١٧٠٧:١٩٩٦ Conical fittings with a ٦ % (Luer) taper for syringes, 
needles and certain other medical equipment - Lock 
fittings 

  

EN ١٧٨٢:١٩٩٨ Tracheal tubes and connectors   

EN ١٨٢٠:٢٠٠٥ Anaesthetic reservoir bags (ISO ٥٣٦٢:٢٠٠٠, modified)   

EN ١٨٦٥:١٩٩٩ Specifications for stretchers and other patient 
handling equipment used in road ambulances 

  

EN ١٩٧٠:٢٠٠٠ 
+ A١:٢٠٠٥ 

Adjustable beds for disabled persons - Requirements 
and test methods 

  

EN ١٩٨٥:١٩٩٨ Walking aids - General requirements and test 
methods 

  

EN ٢:١٩٩٨-١٢٠٠٦ Non active surgical implants - Particular requirements 
for cardiac and vascular implants - Part ٢: Vascular 
prostheses including cardiac valve conduits 

  

EN ٣:١٩٩٨-١٢٠٠٦ Non active surgical implants - Particular requirements 
for cardiac and vascular implants - Part ٣: 
Endovascular devices 

  

EN ١٢٠١١:١٩٩٨ Instrumentation to be used in association with non-
active surgical implants - General requirements 

  

EN ١٢١٨٢:١٩٩٩ Technical aids for disabled persons - General 
requirements and test methods 

  

EN ١٢٣٢٢:١٩٩٩  
+ A١:٢٠٠١ 

In vitro diagnostic medical devices - Culture media for 
microbiology - Performance criteria for culture media 

  

EN ١٢٣٤٢:١٩٩٨ Breathing tubes intended for use with anaesthetic 
apparatus and ventilators 

  

EN ١:٢٠٠٠-١٢٤٤٢ Animal tissues and their derivatives utilized in the 
manufacture of medical devices - Part ١: Analysis and 
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management of risk 

EN ٢:٢٠٠٠-١٢٤٤٢ Animal tissues and their derivatives utilized in the 
manufacture of medical devices - Part ٢: Controls on 
sourcing, collection and handling 

  

EN ٣:٢٠٠٠-١٢٤٤٢ Animal tissues and their derivatives utilized in the 
manufacture of medical devices - Part ٣: Validation of 
the elimination and/or inactivation of viruses and 
transmissible agents 

  

EN ١:٢٠٠٠-١٢٤٧٠ Clinical thermometers - Part ١: Metallic liquid-in-glass 
thermometers with maximum device 

  

EN ٢:٢٠٠٠-١٢٤٧٠ Clinical thermometers - Part ٢: Phase change type 
(dot matrix) thermometers 

  

EN ٣:٢٠٠٠-١٢٤٧٠ Clinical thermometers - Part ٣: Performance of 
compact electrical thermometers (non-predictive and 
predictive) with maximum device 

  

EN ٤:٢٠٠٠-١٢٤٧٠ Clinical thermometers - Part ٤: Performance of 
electrical thermometers for continuous measurement 

  

EN ٥:٢٠٠٣-١٢٤٧٠ Clinical thermometers - Part ٥: Performance of infra-
red ear thermometers (with maximum device) 

  

EN ISO ١٢٨٧٠:٢٠٠٤ 
+ AC:٢٠٠٥ 

Ophthalmic optics - Spectacle frames - Requirements 
and test methods (ISO ١٢٨٧٠:٢٠٠٤) 

  

EN ١٣٠١٤:٢٠٠٠ Connections for gas sampling tubes to anaesthetic 
and respiratory equipment 

  

EN ١٣٠٦٠:٢٠٠٤ Small steam sterilizers   

EN ١٣٢٢٠:١٩٩٨ Flow-metering devices for connection to terminal 
units of medical gas pipeline systems 

  

EN ١:٢٠٠١-١٣٣٢٨ Breathing system filters for anaesthetic and 
respiratory use - Part ١: Salt test method to assess 
filtration performance 

  

EN ٢:٢٠٠٢-١٣٣٢٨  
+ A١:٢٠٠٣ 

Breathing system filters for anaesthetic and 
respiratory use - Part ٢: Non-filtration aspects 

  

EN ١:٢٠٠٧-١٣٥٤٤ Respiratory therapy equipment - Part ١: Nebulizing 
systems and their components 

  

EN ٢:٢٠٠٢-١٣٥٤٤ Respiratory therapy equipment - Part ٢: Tubing and 
connectors 

  

EN ٣:٢٠٠١-١٣٥٤٤ Respiratory therapy equipment - Part ٣: Air 
entrainment devices 

  

EN ١٣٦٢٤:٢٠٠٣ Chemical disinfectants and antiseptics - Quantitative 
suspension test for the evaluation of fungicidal 
activity of chemical disinfectants for instruments used 
in the medical area - Test method and requirements 
(phase ٢, step ١) 

  

EN ١:٢٠٠٢-١٣٧١٨ Air, water and difficult terrain ambulances - Part ١: 
Medical device interface requirements for the 
continuity of patient care 

  

EN ١:٢٠٠٢-١٣٧٢٦ Test methods for primary wound dressings - Part ١: 
Aspects of absorbency 

  

EN ٢:٢٠٠٢-١٣٧٢٦ Test methods for primary wound dressings - Part ٢: 
Moisture vapour transmission rate of permeable film 
dressings 

  

EN ١٣٧٢٧:٢٠٠٣ Chemical disinfectants and antiseptics - Quantitative 
suspension test for the evaluation of bactericidal 
activity of chemical disinfectants for instruments used 
in the medical area - Test method and requirements 
(phase ٢, step ١) 
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EN ١:٢٠٠٢-١٣٧٩٥ Surgical drapes, gowns and clean air suits, used as 

medical devices, for patients, clinical staff and 
equipment - Part ١: General requirements for 
manufacturers, processors and products 

  

EN ٢:٢٠٠٤-١٣٧٩٥ Surgical drapes, gowns and clean air suits, used as 
medical devices for patients, clinical staff and 
equipment - Part ٢: Test methods 

  

EN ٣:٢٠٠٦-١٣٧٩٥ Surgical drapes, gowns and clean air suits, used as 
medical devices for patients, clinical staff and 
equipment - Part ٣: Performance requirements and 
performance levels 

  

EN ١٣٨٢٤:٢٠٠٤ Sterilization of medical devices - Aseptic processing of 
liquid medical devices - Requirements 

  

EN ١٣٨٦٧:٢٠٠٢ Concentrates for haemodialysis and related therapies   

EN ١:٢٠٠٣-١٣٩٧٦ Rescue systems - Transportation of incubators - Part 
١: Interface conditions 

  

EN ٢:٢٠٠٣-١٣٩٧٦ Rescue systems - Transportation of incubators - Part 
٢: System requirements 

  

EN ١٤٠٧٩:٢٠٠٣ Non-active medical devices - Performance 
requirements and test methods for absorbent cotton 
gauze and absorbent cotton and viscose gauze 

  

EN ١٤١٨٠:٢٠٠٣ Sterilizers for medical purposes - Low temperature 
steam and formaldehyde sterilizers - Requirements 
and testing 

  

EN ١٤٢٩٩:٢٠٠٤ Non active surgical implants - Particular requirements 
for cardiac and vascular implants - Specific 
requirements for arterial stents 

  

EN ١٤٣٤٨:٢٠٠٥ Chemical disinfectants and antiseptics - Quantitative 
suspension test for the evaluation of mycobactericidal 
activity of chemical disinfectants in the medical area 
including instrument disinfectants - Test methods and 
requirements (phase ٢, step ١) 

  

EN ١٤٥٦١:٢٠٠٦ Chemical disinfectants and antiseptics - Quantitative 
carrier test for the evaluation of bactericidal activity 
for instruments used in the medical area - Test 
method and requirements (phase ٢, step ٢) 

  

EN ١٤٥٦٢:٢٠٠٦ Chemical disinfectants and antiseptics - Quantitative 
carrier test for the evaluation of fungicidal or 
yeasticidal activity for instruments used in the 
medical area - Test method and requirements (phase 
٢, step ٢) 

  

EN ١٤٦٨٣:٢٠٠٥ Surgical masks - Requirements and test methods   

EN ١٤٩٣١:٢٠٠٦ Pressure vessels for human occupancy (PVHO) - 
Multi-place pressure chamber systems for hyperbaric 
therapy - Performance, safety requirements and 
testing 
 

  

EN ١٥٤٢٤:٢٠٠٧ Sterilization of medical devices - Low temperature 
steam and formaldehyde - Requirements for 
development, validation and routine control of a 
sterilization process for medical devices 

  

EN ١:١٩٩٣-٢٠٥٩٤  
+ A١:١٩٩٧ 

Conical fittings with a ٦% (Luer) taper for syringes, 
needles and certain other medical equipment - Part ١: 
General requirements (ISO ١:١٩٨٦-٥٩٤) 

  

IEC ١:١٩٨٨-٦٠٦٠١  
+ A١:١٩٩١ + 
A٢:١٩٩٥  

Medical electrical equipment - Part ١: General 
requirements for safety  
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IEC ١:٢٠٠٠-١-٦٠٦٠١  Medical electrical equipment - Part ١-١: General 

requirements for safety - Collateral standard: Safety 
requirements for medical electrical systems  

  

IEC ٢:٢٠٠١-١-٦٠٦٠١  Medical electrical equipment - Part ٢-١: General 
requirements for safety - Collateral standard: 
Electromagnetic compatibility - Requirements and 
tests  

  

IEC ٣:١٩٩٤-١-٦٠٦٠١  Medical electrical equipment - Part ١: General 
requirements for safety - ٣. Collateral standard: 
General requirements for radiation protection in 
diagnostic X-ray equipment  

  

IEC ٤:١٩٩٦-١-٦٠٦٠١  
+ A١:١٩٩٩ 

Medical electrical equipment - Part ٤-١: General 
requirements for safety - Collateral standard: 
Programmable electrical medical systems  

  

IEC ٦:٢٠٠٤-١-٦٠٦٠١  Medical electrical equipment - Part ٦-١: General 
requirements for safety - Collateral standard: 
Usability  

  

IEC ٨:٢٠٠٥-١-٦٠٦٠١  Medical electrical equipment - Part ٦-١: General 
requirements for safety - Collateral standard: Alarm 

  

IEC ١:١٩٩٨-٢-٦٠٦٠١  
+ A١:٢٠٠٢ 

Medical electrical equipment - Part ١-٢: Particular 
requirements for the safety of electron accelerators in 
the range of ١ MeV to ٥٠ MeV  

  

IEC ٢:١٩٩٨-٢-٦٠٦٠١ Medical electrical equipment - Part ٢-٢: Particular 
requirements for the safety of high frequency surgical 
equipment  

  

IEC ٣:١٩٩١-٢-٦٠٦٠١  
+ A١:١٩٩٨ 

Medical electrical equipment - Part ٢: Particular 
requirements for the safety of short-wave therapy 
equipment  

  

IEC ٤:٢٠٠٢-٢-٦٠٦٠١  Medical electrical equipment - Part ٤-٢: Particular 
requirements for the safety of cardiac defibrillators  

  

IEC ٥:٢٠٠٠-٢-٦٠٦٠١  Medical electrical equipment - Part ٥-٢: Particular 
requirements for the safety of ultrasonic 
physiotherapy equipment  

  

IEC ٧:١٩٩٨-٢-٦٠٦٠١  Medical electrical equipment - Part ٧-٢: Particular 
requirements for the safety of high-voltage 
generators of diagnostic X-ray generators  

  

IEC ٨:١٩٨٧-٢-٦٠٦٠١  
+ A١:١٩٩٧ 

Medical electrical equipment - Part ٢: Particular 
requirements for the safety of therapeutic X-ray 
equipment operating in the range ١٠ kV to ١ MV  

  

IEC ٩:١٩٩٦-٢-٦٠٦٠١  Medical electrical equipment - Part ٢: Particular 
requirements for the safety of patient contact 
dosemeters used in radiotherapy with electrically 
connected radiation detectors  

  

IEC ٢-٦٠٦٠١-
١٠:١٩٨٧  
+ A١:٢٠٠١ 

Medical electrical equipment - Part ١٠-٢: Particular 
requirements for the safety of nerve and muscle 
stimulators  

  

IEC ٢-٦٠٦٠١-
١١:١٩٩٧  
+ A١:٢٠٠٤ 

Medical electrical equipment - Part ١١-٢: Particular 
requirements for the safety of gamma beam therapy 
equipment  

  

IEC ٢-٦٠٦٠١-
١٦:١٩٩٨  

Medical electrical equipment - Part ١٦-٢: Particular 
requirements for the safety of haemodialysis, 
haemodiafiltration and haemofiltration equipment  

  

IEC ٢-٦٠٦٠١-
١٧:١٩٨٩  
+ A١:١٩٩٦ 

Medical electrical equipment - Part ٢: Particular 
requirements for the safety of remote-controlled 
automatically-driven gamma-ray after-loading 
equipment  

  

IEC ٢-٦٠٦٠١-
١٧:٢٠٠٤  

Medical electrical equipment - Part ١٧-٢: Particular 
requirements for the safety of automatically-
controlled brachytherapy afterloading equipment  

  



 1.0ويرايش                                                                                     فهرست استانداردهاي هماهنگ با الزامات اساسي                 

 

- ١٠ - 

جايگزينيتاريخ  قبلياستاندارد  عنوان شماره
IEC ٢-٦٠٦٠١-
١٨:١٩٩٦  
+ A١:٢٠٠٠ 

Medical electrical equipment - Part ٢: Particular 
requirements for the safety of endoscopic equipment  

  

IEC ٢-٦٠٦٠١-
١٩:١٩٩٠  
+ A١:١٩٩٦ 

Medical electrical equipment - Part ٢: Particular 
requirements for the safety of baby incubators  

  

IEC ٢-٦٠٦٠١-
٢٠:١٩٩٠  
 A١:١٩٩٦ 

Medical electrical equipment - Part ٢: Particular 
requirements for the safety of transport incubators  

  

IEC ٢-٦٠٦٠١-
٢١:١٩٩٤  
+ A١:١٩٩٦ 

Medical electrical equipment - Part ٢: Particular 
requirements for the safety of infant radiant warmers  

  

IEC ٢-٦٠٦٠١-
٢٢:١٩٩٥ 

Medical electrical equipment - Part ٢: Particular 
requirements for the safety of diagnostic and 
therapeutic laser equipment  

  

IEC ٢-٦٠٦٠١-
٢٣:١٩٩٩ 

Medical electrical equipment - Part ٢٣-٢: Particular 
requirements for the safety, including essential 
performance, of transcutaneous partial pressure 
monitoring equipment  

  

IEC ٢-٦٠٦٠١-
٢٤:١٩٩٨  

Medical electrical equipment - Part ٢٤-٢: Particular 
requirements for the safety of infusion pumps and 
controllers  

  

IEC ٢-٦٠٦٠١-
٢٥:١٩٩٣  
+ A١:١٩٩٩ 

Medical electrical equipment - Part ٢٥-٢: Particular 
requirements for the safety of electrocardiographs  

  

IEC ٢-٦٠٦٠١-
٢٦:٢٠٠٢  

Medical electrical equipment - Part ٢٦-٢: Particular 
requirements for the safety of electroencephalographs 

  

IEC ٢-٦٠٦٠١-
٢٧:١٩٩٤  

Medical electrical equipment - Part ٢: Particular 
requirements for the safety of electrocardiographic 
monitoring equipment  

  

IEC ٢-٦٠٦٠١-
٢٧:٢٠٠٥ 

Medical electrical equipment - Part ٢٧-٢: Particular 
requirements for the safety, including essential 
performance, of electrocardiographic monitoring 
equipment  

  

IEC ٢-٦٠٦٠١-
٢٨:١٩٩٣  

Medical electrical equipment - Part ٢: Particular 
requirements for the safety of X-ray source 
assemblies and X-ray tube assemblies for medical 
diagnosis  

  

IEC ٢-٦٠٦٠١-
٢٩:١٩٩٩  

Medical electrical equipment - Part ٢٩-٢: Particular 
requirements for the safety of radiotherapy simulators 

  

IEC ٢-٦٠٦٠١-
٣٠:١٩٩٩ 

Medical electrical equipment - Part ٣٠-٢: Particular 
requirements for the safety, including essential 
performance, of automatic cycling non-invasive blood 
pressure monitoring equipment  

  

IEC ٢-٦٠٦٠١-
٣١:١٩٩٤  
+ A١:١٩٩٨ 

Medical electrical equipment - Part ٣١-٢: Particular 
requirements for the safety of external cardiac 
pacemakers with internal power source  

  

IEC ٢-٦٠٦٠١-
٣٢:١٩٩٤  

Medical electrical equipment - Part ٢: Particular 
requirements for the safety of associated equipment 
of X-ray equipment  

  

IEC ٢-٦٠٦٠١-
٣٣:٢٠٠٢ 
+ A١:٢٠٠٥ 

Medical electrical equipment - Part ٣٣-٢: Particular 
requirements for the safety of magnetic resonance 
equipment for medical diagnosis  

  

IEC ٢-٦٠٦٠١-
٣٤:٢٠٠٠  

Medical electrical equipment - Part ٣٤-٢: Particular 
requirements for the safety, including essential 
performance, of invasive blood pressure monitoring 
equipment  

  

IEC ٢-٦٠٦٠١-
٣٥:١٩٩٦  

Medical electrical equipment - Part ٢: Particular 
requirements for the safety of blankets, pads and 

  



 1.0ويرايش                                                                                     فهرست استانداردهاي هماهنگ با الزامات اساسي                 

 

- ١١ - 

جايگزينيتاريخ  قبلياستاندارد  عنوان شماره
mattresses, intended for heating in medical use  

IEC ٢-٦٠٦٠١-
٣٦:١٩٩٧  

Medical electrical equipment - Part ٢: Particular 
requirements for the safety of equipment for 
extracorporeally induced lithotripsy  

  

IEC ٢-٦٠٦٠١-
٣٧:٢٠٠١  
+ A١:٢٠٠٤ + 
A٢:٢٠٠٥ 

Medical electrical equipment - Part ٣٧-٢: Particular 
requirements for the safety of ultrasonic medical 
diagnostic and monitoring equipment  

  

IEC ٢-٦٠٦٠١-
٣٨:١٩٩٦  
+ A١:١٩٩٩ 

Medical electrical equipment - Part ٣٨-٢: Particular 
requirements for the safety of electrically operated 
hospital beds 

  

IEC ٢-٦٠٦٠١-
٣٩:١٩٩٩  

Medical electrical equipment - Part ٣٩-٢: Particular 
requirements for the safety of peritoneal dialysis 
equipment  

  

IEC ٢-٦٠٦٠١-
٤٠:١٩٩٨  

Medical electrical equipment - Part ٤٠-٢: Particular 
requirements for the safety of electromyographs and 
evoked response equipment  

  

IEC ٢-٦٠٦٠١-
٤١:٢٠٠٠  

Medical electrical equipment - Part ٤١-٢: Particular 
requirements for the safety of surgical luminaires and 
luminaires for diagnosis  

  

IEC ٢-٦٠٦٠١-
٤٣:٢٠٠٠  

Medical electrical equipment - Part ٤٣-٢: Particular 
requirements for the safety of X-ray equipment for 
interventional procedures  

  

IEC ٢-٦٠٦٠١-
٤٤:٢٠٠١  
+ A١:٢٠٠٢ 

Medical electrical equipment - Part ٤٤-٢: Particular 
requirements for the safety of X-ray equipment for 
computed tomography  

  

IEC ٢-٦٠٦٠١-
٤٥:٢٠٠١  

Medical electrical equipment - Part ٤٥-٢: Particular 
requirements for the safety of mammographic X-ray 
equipment and mammographic stereotactic devices  

  

IEC ٢-٦٠٦٠١-
٤٦:١٩٩٨  

Medical electrical equipment - Part ٤٦-٢: Particular 
requirements for the safety of operating tables  

  

IEC ٢-٦٠٦٠١-
٤٧:٢٠٠١  

Medical electrical equipment - Part ٤٧-٢: Particular 
requirements for the safety, including essential 
performance, of ambulatory electrocardiographic 
systems  

  

IEC ٢-٦٠٦٠١-
٤٩:٢٠٠١  

Medical electrical equipment - Part ٤٩-٢: Particular 
requirements for the safety of multifunction patient 
monitoring equipment  

  

IEC ٢-٦٠٦٠١-
٥٠:٢٠٠٠  

Medical electrical equipment - Part ٥٠-٢: Particular 
requirements for the safety of infant phototherapy 
equipment  

  

IEC ٢-٦٠٦٠١-
٥١:٢٠٠٣  

Medical electrical equipment - Part ٥١-٢: Particular 
requirements for safety, including essential 
performance, of recording and analysing single 
channel and multichannel electrocardiographs  

  

IEC ١٣:١٩٩٧-٦٠١١٨  Hearing aids - Part ١٣: Electromagnetic compatibility 
(EMC)  

  

IEC ١٣:٢٠٠٤-٦٠١١٨ Electroacoustics - Hearing aids - Part ١٣: 
Electromagnetic compatibility (EMC)  

  

IEC ٦٠٥٢٢:١٩٩٩  Determination of the permanent filtration of X-ray 
tube assemblies  

  

IEC ٦٠٥٨٠:٢٠٠٠  Medical electrical equipment - Dose area product 
meters  

  

IEC ٦٠٦٢٧:٢٠٠١  Diagnostic X-ray imaging equipment - Characteristics 
of general purpose and mammographic anti-scatter 
grids  

  

IEC ١:٢٠٠١-٦٠٦٤٥ Electroacoustics - Audiological equipment - Part ١: 
Pure-tone audiometers  
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IEC ٢:١٩٩٣-٦٠٦٤٥ Audiometers - Part ٢: Equipment for speech 

audiometry  
  

IEC ٣:١٩٩٤-٦٠٦٤٥ Audiometers - Part ٣: Auditory test signals of short 
duration for audiometric and neuro-otological 
purposes  

  

IEC ٤:١٩٩٤-٦٠٦٤٥ Audiometers - Part ٤: Equipment for extended high-
frequency audiometry  

  

IEC ٦١٢١٧:١٩٩٦  
+ A١:٢٠٠٠ 

Radiotherapy equipment - Coordinates, movements 
and scales  

  

IEC ١:١٩٩٩-٣-٦١٢٢٣ Evaluation and routine testing in medical imaging 
departments - Part ١-٣: Acceptance tests - Imaging 
performance of X-ray equipment for radiographic and 
radioscopic systems  

  

IEC ٤:٢٠٠٠-٣-٦١٢٢٣ Evaluation and routine testing in medical imaging 
departments - Part ٤-٣: Acceptance tests - Imaging 
performance of dental X-ray equipment  

  

IEC ٦١٦٧٦:٢٠٠٢ Medical electrical equipment - Dosimetric instruments 
used for non-invasive measurement of X-ray tube 
voltage in diagnostic radiology  

  

IEC ٦٢٠٨٣:٢٠٠٠ Medical electrical equipment - Requirements for the 
safety of radiotherapy treatment planning systems  

  

IEC ١:٢٠٠٣-٦٢٢٢٠ Medical electrical equipment - Characteristics of 
digital X-ray imaging devices - Part ١: Determination 
of the detective quantum efficiency  

  

AAMI BF٧:٢٠٠٢ Blood transfusion micro-filters   

AAMI BP٢٠٠١ :٢٢ Blood pressure transducers   

AAMI BP٧٠:٢٠٠٣ Liquid barrier performance and classification of 
protective apparel and drapes intended for use in 
health care facilities 

  

AAMI EC١١:١٩٩١ Diagnostic electrocardiographic devices   

AAMI EC١٢:٢٠٠٠ Disposable ECG electrodes   

AAMI EC١٣:١٩٩٢ Cardiac monitors, heart rate meters, and alarms   

AAMI EC٣٨:١٩٩٨ Ambulatory electrocardiographs   

AAMI EC٥٣:١٩٩٥ ECG cables and leadwires   

AAMI EC٥٧:١٩٩٨ Testing and Reporting Performance Results of Cardiac 
Rhythm and ST-Segment Measurement Algorithms 

  

AAMI DF٢:١٩٩٦ Cardiac Defibrillator Devices   

AAMI DF٣٩:١٩٩٣ Automatic External Defibrillators and Remote-Control 
Defibrillators 

  

AAMI HE٧٤:٢٠٠١ Human factors design process for medical devices   

AAMI HF١٨:٢٠٠١ Electrosurgical devices   

AAMI ID٢٠٠٥ :٥٤ Enteral feeding set adapters and connectors   

AAMI II٣٦:٢٠٠٤ Medical electrical equipment - Part ٢: Particular 
requirements for safety of baby incubators 

  

AAMI II٥١:٢٠٠٤ Medical electrical equipment - Part ٢: Particular 
requirements for safety of transport incubators 

  

AAMI NS١٩٩٣ :٢٨ Intracranial pressure monitoring   

AAMI RD٢٠٠٥ :١٦ Hemodialyzers   

AAMI RD٢٠٠٥ :١٧ Hemodialyzer blood tubing   

AAMI RD٦٢:٢٠٠١ Water treatment equipment for hemodialysis 
applications 

  

AAMI SP٩:١٩٩٤ Non-automated sphygmomanometers   
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جايگزينيتاريخ  قبلياستاندارد  عنوان شماره
AAMI SP١٠:٢٠٠٢ Manual, electronic or automated 

sphygmomanometers 
  

AAMI ST٨:٢٠٠١ Hospital steam sterilizers   

AAMI ST٢٤:٢٠٠٥ Automatic, general purpose ethylene oxide sterilizers 
and ethylene oxide sterilant sources intended for use 
in health care facilities, ٣ed. 

  

AAMI ST٣٥:٢٠٠٣ Safe handling and biological decontamination of 
reusable medical devices in health care facilities and 
in nonclinical settings 

  

AAMI ST٤٠:٢٠٠٤ Table-top dry heat (heated air) sterilization and 
sterility assurance in dental and medical facilities, 
٢ed. 

  

AAMI ST٢٠٠٥ :٤١ Ethylene Oxide Sterilization in Health Care Facilities: 
Safety and Effectiveness 

  

AAMI ST٥٠:٢٠٠٤ Dry heat (heated air) sterilizers   

AAMI ST٥٥:٢٠٠٣ Table-top steam sterilizers, ٢ed.   

AAMI ST٥٨:٢٠٠٥ Chemical sterilization and high-level disinfection in 
health care facilities 

  

AAMI ST٦٣:٢٠٠٢ Sterilization of health care products - Requirements 
for the development, validation and routine control of 
an industrial sterilization process for medical devices - 
Dry heat 

  

AAMI ST٦٦:١٩٩٦ Sterilization of health care products - Chemical 
indicators - Part ٢: Indicators for air removal test 
sheets and packs 

  

AAMI ST٦٧:٢٠٠٣ Sterilization of health care products - Requirements 
for products labeled 'sterile' ١st edition 

  

AAMI ST٧٢:٢٠٠١ Bacterial endotoxins - Test methodologies, routine 
monitoring, and alternatives to batch testing 

  

AAMI ST٧٧:٢٠٠٦ Containment devices for reusable medical device 
sterilization 

  

AAMI ST٧٩:٢٠٠٦ Comprehensive guide to steam sterilization and 
sterility assurance in health care facilities 

  

AAMI ST٨١:٢٠٠٤ Sterilization of medical devices - Information to be 
provided by the manufacturer for the processing of 
resterilizable devices 

  

 


