L TR W RRAE (X %)
Pre-clinical Testing Guidance for Surgical lamp(Draft)
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CARER T FREHLFLF 2L S HA 55 (Regulation number) # % (Identification):
I. 4580} f + pr4 (Surgical lamp)
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- A &4t 2 44 (Product description and specification) :
e % 32 4= [Fl(Field Size) -

% ®_E jE#(Focal length) -

P& & (Illumination ~ lux > 1m)

e kR 484 (Bulb Type)

%2 % & (Bulb Life) -

F bt % 7 (Reflector Material) -

4 ;8 (Color Temperature) °

i# ¢ 144p #<(Color Rendering Index) -

#iE Efi/,a“,lf. (Heat filtering) -

10. & ] % %% & (Minimum Ceiling Height) -

11. &2 # # pedgg(Vertical Adjustment Range) -

12. *g4& & R (Rotation) -

13. # % ~ i* F#2 5 (Clearance - Sterilize procedure) -
14, &3 = i> (Spectrum) -
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T~ % 2 EZ R SR T 42 (Safety and performance data)
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1. 2% 2%
(Electrical Safety test)




CREBAFERER AR @RI T AP PERAT KA S L 8 REA A [IEC 60601-1-2(2005)
(Electromagnetic REFE P AEINRIBEFEOR T Bipd A AP
compatibility test) -
4 dn e 1ok BRI PR T ARER ISO 10993-1(2009)
Biocompatiiy (027 FCywtoRE) 1S0 105931002010
test) (2)3 #¢ 2 % (Sensitization) -10(2010)
(3) ¥l j(Irritation) & & P §1 jc7# 5 (Intracutaneous reactivity) -
435 REFE ST FHEHEdZ A5 e F Tk o FDA Guidance(2002)®
(Sof tware FDA Guidance(2005)®
Validation)
(1) P8 & 35 (illuminance) IEC 60601-2-41(2000)"”
5.5 it 125k (2) % 3 4 |+ 335 (Spectrum) FDA Guidance(1998)"
(I;’er;c:rr;avnce test) (3)Pe 5+ £ & ;5§ = 25 (Temperature Rise in Lighted surface) -
(4)=% »:3% (¢ 7 mHEEndurance ~ ¢ 4 »clLamp failure ~ ;¢
#& %_f# Stability of the lamp) -
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