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A medical device is an instrument, apparatus, implant, in vitro reagent, or similar or 

related article that is used to diagnose, prevent, or treat disease or other conditions, and 

does not achieve its purposes through chemical action within or on the body (which would 

make it a drug)
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13485:2003- Class I , II , III , IV  According to ISO
 

 CLASS I :devices present the lowest potential risk and do not require a licence

Examples of class 1 devices include elastic bandages,examination gloves,and hand held 

surgical insturments

- CLASS II: devices require the manufacturer's declaration of device safety and 

effectiveness. Examples of class 2 devices include acupuncture needles, powered 

weelchairs,infusion pumps,surgical drapes and an implantable radiofrequency 

transponder system for patient identification and health information
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 - CLASS III & IV:  devices present a greater potential risk and are subject to in-depth 

scrutiny. Examples of class 3 devices that currently require a premarket notification 

include implantable pacemaker , pulse generators , HIV diagnostic tests, automated 

external defibrillators, and endosseous implants. 
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1. Letter of Authorization 
2. Device Description 
3. Detailed Information of Design Verification and Validation Documents 
4. Approval and marketing in country of origin or one of reference countries. 
5. Declaration of no safety issues globally 
6. The primary and secondary labels on the medical device and its packaging. 
7. The instructions for use (where applicable); 
8. The patient information leaflet (where applicable); 
9. Information on the sterilization method(s) and sterilization validation Standard. 
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10. The ISO 13485 quality management system certificates for the 
- Manufacturing site; 
- Sterilization site; and 
- Contract manufacturer site 
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 رش�� ك�ي� ري��و� ��د.                                                                                                                   
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