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Manufacturer/Importer identification and addresses * & HFH2)

1.
2. Product and model identification

3. Manufacturer and model of removal laser systems

4. Label samples(drawing), diagrams, photographs, product literature
5. Copies of operator and service manuals, catalogues, specification
sheets, and descriptive brochures

Description of the product and its function

Description of operation, maintenance and service procedure
Levels of accessible radiation

9. Protective housing and interlock system

10. Circuit and physical description of the manual reset

11. For medical products

12. Quality control tests and testing procedures

13. Results form life and endurance tests
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TEST REPORT
IEC/EN60825-1
Safety of laser products
Part 1: Equipment classification, requirements and user’s guide
Section two: Manufacturing requirements

Product Name: LASER LIGHT SOURCE

Model Name: R

Test Report No. ; *******
Applicable Standards: IEC60825-1:1993+A1:1997+A2:2001

EN60825-1:1994+A2:2001
Classification of laser product: Class 1
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Optical Adaptor

Beam Attenuator

Optical connector W@

LD Module
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TEST REPORT
FDA 21 CFR 1040
PERFORMANCE STANDARDS FOR LIGHT-EMITTING PRODUCTS
Part 1040.10 Laser products

Product Name: LASER LIGHT SOURCE
Model Name; ********
Applicable Standards: FDA 21 CFR, Part 1040.10
*This report is described Manufacturing Requirements according to
21 CFR 1040.10 and Laser Notice No.50.

Classification of laser product: Class 1 (according to IEC60825-1)
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PART 3:

PART 4:

PART 5:

PART 6:

PART 7:
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FDA LASER PRODUCT REPORT

MANUFACTURER AND REPORT IDENTIFICATION (8iEEZERULFR—rDEHEDEE)
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PRODUCT AND MODEL IDENTIFICATION (& &R URKXDEE)
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PART 10: INSTRUMENTATION AND CALIBRATION (EAEXH4SSDFEHARUEIEE)
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