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1. Manufacturer identification and address
Manufacturer’s Name (EL&EE DO #4)
Address(ff:FT)
Corresponding official (E{E4)

Name/Title(4:fii, %A kL)
Telephone number(E7H% =)

2. Product and model identification
1) Product name(#4 55 4)
2) Model name(& 5 /L-4,)

3. Manufacturer and model of laser system
Laser module or system(f fhi2&de U —FHE 1, NITHEE)
1) Manufacturer(fli&# 44)
2) Product and model name(# 5, €7 /14)
3) Specifications including laser class( L' —% 7 7 2 & & TefhAkE)
4) DoC or Certificates or FDA etc.(CE DoC, F&iE#, FDA GRA[#E 45)

4. Label samples (drawing), diagrams, photographs, product literature
1)ID and Identification label (F§#587#1)
2)Laser label(L — ¥ Z ~L)
3)Product configuration and system block diagram(f 5 O R EEEK, KOV AT A7 1 v 7 [X)
4)Photographs(8 /i OB E S B, K OV
5)Product literature(#fh D & v )

5. User and Service manuals, catalogues, specification sheets, and descriptive brochures
1User manual(t — % —~ =27 V) *FIKIR, L -V Le2r2EOLZ2MEICET 55H57)
2)Service manual(¥— B A~ == 7)) *gIKIR, L —VELEEDLEEMEICET 5 5))
3) Catalogue (/1 % 1 7))

4) Specifications (f1EEFE)

6. Description of the product and its function
1)Product outline (#I5, D)
2)Configurations of individual units of system(3” A 7 A& EEDOAEE)
3)Diagrams of laser paths (L — ¥ YEH&X)

7. Description of operation, maintenance and service procedure
1)Operation procedure (a{ETE)
2)Maintenance and service procedure( X > 7 F A L {EELF)IE)

8. Levels of accessible radiation
1)Laser measuring data(L — Wit — %) * &, B L ~VlllET — #
2)Field of laser radiation(lL — ¥ ® Jitht 1)
3)Laser class(L — %27 7 2) *7 7 255V — T —ORIER R, UTEFHHEICHES)
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9. Protective housing and interlock system
1DHousing ("7 V> ZHiE) K b BAPAFREN - T 7B X, I —ERAR=R T 7 X)
2)Interlock(f & — 1 v 7 27 L) ¥ YT 556 (k. & & O )
3)Emission indicator(L — ¥ iR as) *% 45 555
4)Beam attenuatorCELigiE#y) *H& LONLE, Feik, FHEME
5)Viewing optics(BlE3 Yt R) *i% 4 256

10. Circuit and physical description of the manual reset *3%4 3 545
11. For medical products *#%44 254

12. Quality control tests and testing procedures
1) Supporting documents describing tests
Laser power meter and related equipments (L — %30 — @I L72JIE S OAEER, FIEGEAE)
2) Procedures to ensure compliance
Measuring methods and procedures (L — % /37 —I7E D ik & FNE G EYEAT)

13. Results form life and endurance tests
1)Dimensional stability of mechanical parts (FEHES L O ~FEZ2 E M)
2)Design and rating of electrical and electronic components (B, B0 DR E & EHAZHEM)

3)Environmental stability of components such as filter materials, coating and adhesives
(TAns, a=T 47 HEREDREOLEN
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