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Why
● Compliance with Standards is Required for Market Access

– Many countries require IEC 60335 compliance (or equivalent 
national versions) for certification and legal sale.

● Ongoing Quality Control & Documentation
– Technical documentation, risk assessments, and safety reports 

must be kept up to date.
● National Adaptations

– Some countries have localized versions 
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Technical Documentation 
● Technical Documentation for IEC 60335 Compliance
● You must maintain comprehensive technical 

documentation that proves your product meets safety 
requirements. This documentation is essential for 
certification, audits, and regulatory approvals.
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Example: A fridge, IEC 60335 
compliance, the docs

● General Product Information
– Product Name & Model Number
– Intended Use (e.g., domestic or commercial refrigeration)

● Electrical & Mechanical Design Documents
– Electrical wiring layout

● Risk Assessment & Safety Analysis
– Identifying risks related to electric shock, overheating, fire, mechanical 

failure, entrapment, and refrigerant leakage
– Protective Measures
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Why
● Standards compliance

– IEC 60335-1:2020 (International Electrotechnical Commission)
● Household and similar electrical appliances - Safety - Part 1: General requirements

– Swedish standard · SS-EN 60335-1
● Guidance for Industry

– FDA (Food and Drug Administration) Guidance
● Instructions for Use — Patient Labeling for Human Prescription Drug and Biological 

Products
● Enforcement Policy for Clinical Electronic Thermometers
● https://www.fda.gov/drugs/guidance-compliance-regulatory-information/guidances-

drugs
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FDA Guidance - Instructions for Use
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FDA Guidance - Instructions for Use
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FDA Guidance - Instructions for Use
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FDA Guidance - Instructions for Use
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Standards: IEC 60335-1
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Standards: IEC 60335-1
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Standards: IEC 60335-1



THANK YOU!
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