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Pre-clinical Testing Guidance for Infrared ear thermometer
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= ~ & 54t 2 .4 (Product description and specification) :
1.8 P/ %7 8 & §° Fl(Measured/displayed temperature range)
2.f%47 & (Resolution) & -] %2 71 ;8 & ¥ i~ (Digital increment)
3. mr & (Accuracy) 24 B ~ & 3% £ (Maximum Error)
4.3 1% /%% 7 % 3% (Operation/storage environment) @ 4557 3 ¥/ 5 TRt 2 iR R 2 AP ¥R R
5. = <} (Dimension)
6.£ £ (Weight)
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(Electrical Safety test)
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AV EREE |ASE AW (IoiFE -~ FHEE ) FEF 7T 3% ISO 10993-1:2009/Cor 1:

( Biocompatibility |(1)n%% # 4 (Cytotoxicity) |2800101(2993 52000
test) (2) 1 57 3# B (Sensitization) SO 10993-10:2010®
(3) Flmess A p ez B (Irritation or Intracutaneous reactivity)
(1) & ipl:-% (Error) ’}%{2"(5 1965-98
(% k2 BB FE B A SR RELEF ooy on601.2-56:2017)
PRI a. 3k IFI% # (Operation er_wwonment) FDA Guidance(1993)®
Perf —F b. %% 7+ & 3 (Storage environment) CNS15042:20079
(Performance C. 1 ¥ 2 # (Mechanical shock)

test) d.;#% ~ i # Rl3&(Cleaning ~ Disinfection)
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