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1.1 Truthful & Accurate Statement 21CFR 807.87 Word Document - Statement 
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2.1 Statement of Safety & Effectiveness 21CFR 807.93 Word Document - Statement 
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3.1 Device Name
3.2 Description
3.3 Registration Number
3.4 Classification
3.5 Performance Standards
3.6 Labelling
3.7 Statement of Indication for Use
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4.1 Introduction
4.2 Indication for Use Comparison
4.3 User Instructions Comparison
4.4 Specification Comparison
4.5 Performance
4.6 Materials Comparison

SECTION 5 – Appendices
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