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AN %‘41: EHmETR) -

Mk - BRBHSARABESZBRATAREERRE 1054077 018 R
Conformity assessment of medical device to the recognized standards and guidance
C. BARM MR, D. kX
B. o&n ey
A S " 3 3
Dovico e | Claatiaon| Oldance for 1. it (2 1)1 gl W
Number | Pre-clinical Essential performance Y
testing (vertical) standards Standards

bR 12910 fedh A | 11O 80601-2-56:2012 Medical 1L IEC 60601-1 :2005+AMDI:2012 Medical

(Infrared ear RAMRAE electrical equipment. Particular Electrical Equipment - Part 1: General

thermometer) requirements for basic safety and Requirements for basic Safety and
essential performance of clinical Essential Performance § &
thermometers for body temperature | 2. IEC 60601-1-2:2014 Medical electrical
measurement ; equipment - Part 1-2: General requirements

2. ASTM E1965 ~ 98:2009 Standard for basic safety and essential performance -
Specification for Infrared Collateral Standard: Electromagnetic
“Thermometers for Intermitient disturbances - Requirements and ests
Determination of Patient
\ Temperature ; %
- 3. SREERMRE CNS 15042 Bk
P =) i PRI CERT Y LT
(2007) 3 /
e = e e e vt 8 L_.gov.tw,

BR AR AT RISRAT &M AU ot ~ T B B 4 i A LB A2 R U R AR
BABERI R FIREARIFS R T MR E TR L R ELRE
1’ ERE] %’.4&:& R R R AR S H%kﬁéﬁ)
linical testing

(Please fill in (he form referring to the guldancestandards lsted in the Table of the Annex
“Conformity Assessment of Medical Device to the recognized Standards and Guidance”. When
quoted as “and; allthe stated information must be supplied accordingly; when quoted as “or’,
it is sufficient to provide one of the stated If there are given by
the stated guidance/standards, then the data based on the manufacturar’s own specification or
the comparative data comparing the device with a predicate device must be provided).
— » 3 ##— 4 IR F| : check on one box only:

A2 4 2 B A MR (R C T 2] SHeR2I R R £48)

The device stated above conforms to the guidance published by the MOHW (please fill in

the corresponding guidance referring to the “Guidance for pre-clinical testing” in column C

of the Annex).

O thm g B2 ik th A T 2 LREOX DAl 7R L HAT)
The device stated above conforms to the recognized performance/safety standards (please
fill in the corresponding standards and the published years referring to the “Recognized
Standards” in column D of the Annex).

1. shietE(E & )#E/List of performance standard (standard/year):

2. $hil4 24 (R F)BMBE/List of safety standard (standard/year):

~ sk — 47 check on one box only:

[ 9 /4% % © 474 23 K45 ° The applied guidance/standards listed above
provide all the acceptance criteria and specifications.

i 70 /AR R STA RAEE 5 RAVROR & SR sk B 3 - ek -
There are no given by the stated . Instead, data based
onthe s own specification or the ive data comparing the device
with a predicate device are attached in case of review.

RREVEERE sl ZEAZMEILE T LE N http://www.fda.gov.tw/
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