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Labeling 
Requirements  
by Authority
The best way to review and approve labeling content 
is to create a labeling checklist for each regulatory 
requirement applicable to your device.

U.S. Food and Drug Administration FDA 21 CFR

21 CFR Part 801 
21 CFR Part 801.15 

21 CFR Part 809 

General Device Labeling 
  - Use of Symbols

In Vitro Diagnostic Products

21 CFR Part 812 Investigational Device Exemptions

21 CFR Part 830 Unique Device Identification

21 CFR Part 1010 General Electronic Products

21 CFR Part 820 
21 CFR Part 820.120

Good Manufacturing Practices
  - Device labeling

https://www.scilife.io/
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfCFR/CFRSearch.cfm?CFRPart=801
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfCFR/CFRSearch.cfm?fr=801.15
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfCFR/CFRSearch.cfm?CFRPart=809
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfCFR/CFRSearch.cfm?CFRPart=812
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfCFR/CFRSearch.cfm?CFRPart=820
https://www.ecfr.gov/current/title-21/chapter-I/subchapter-H/part-820/subpart-K/section-820.120
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfCFR/CFRSearch.cfm?CFRPart=830
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfCFR/CFRSearch.cfm?CFRPart=1010
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https://www.scilife.io/
https://www.iso.org/obp/ui/fr/#iso:std:iso:20417:ed-1:v2:en
https://www.iso.org/obp/ui#iso:std:iso:15223:-1:ed-4:v1:en
https://www.iso.org/obp/ui#iso:std:iso:15223:-2:ed-1:v1:en
https://www.imdrf.org/sites/default/files/docs/ghtf/archived/sg1/technical-docs/ghtf-sg1-n70-2011-label-instruction-use-medical-devices-110916.pdf
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