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« & g4t 2 4.3 (Product description and specification) :

1. RP %% 4 F(Field Size)

2. X & pEd(Focal length) °

3. P& A& (llumination ~ lux » 1m) -

4. g v’o«fmﬁ #7 (Bulb Type) °

5. #¢ & & (BulbLife) -

6. F ik k44 F (Reflector Material)

7. ¢ ;B (Color Temperature) o

8. ¢ t-4p#(Color Rendering Index) o

9. #ig ﬁq‘;‘[ﬁ“ff (Heat filtering) -

10. 3] % %% & (Minimum Ceiling Height) -
11. €% # & gedg(Vertical Adjustment Range) -
12. *#& & % (Rotation) o

13. F% ~ i# F#2 5 (Clearance - Sterilize procedure) -
14. %3 = > (Spectrum) -
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4 385% 7 4 (Safety and performance data)
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compatibility test)
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(Software Validation)

FDA Gwdance(ZOOZ)"’
FDA Guidance(2005)®
IEC 62304:2006/Amd 1:2015®

4.7 i MRk
(Performance test)

(1) e & #5% (illuminance) -

(2) & 3% ¥ |23 % (Spectrum) -

(3) e #+ % m ;§ = 3# 5 (Temperature Rise in Lighted surface) -
(4)% >332 (¢ 7 */R4E 24 Stability of the light source ~ & 7e
% »z Lamp failure ~ R & * 3 & operation life of the light
source) °
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FDA Guidance(1998)"
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