Taiwan Food and Drug Administration Ministry of Health and Welfare

110F4H6H

AREEASEREERE . &
BT OSTARERE  Na a5 __ _
KA B TS AT S - @ £ i@ M 8B

EREYEEE

DA Taiwan Food and Drug Administration

http://www.fda.gov.tw/



= e M AT Ol RE 2R B S Bk N T

a

¥ A2 Rl (2 =R)

SERE
. B—Z A8
. BT5 BESMEREERHIBHE
. BTE HUBVED  HRNED
. NS HUBZRIE
o HAE BHRETHH
o HAE WA

o MiFE— bEsE WAL SHEBRERNERTIEERE Y M - EH

s MET hEss BAS_SANE-SABRERNERTLERETXHE - EH
» MES 8 SaBRERMERLREERTIEENTAUBEE S EARE

, MHEN eERERMSIRST  BRNRBEEREY T TR

) @ %k i M
Q‘Fo Enn%i@gﬁ§

DA Taiwan Food and Drug Administration

2




M EEAMRMBEARNZEF= R

o EE¥IFRES: "’“‘/“E/J@EEE;%% KEX MR EXEEEME
(% Eéﬁa) RIEM i EEmzauE2sf/ T H)
- EZEwez @) -2r2m e s EéEEE%%EP A PR BRES BN -

o HMABHREAI B2 LEL ' BEGSMPXHRHERERA
"ERINZETERRM P NGRIBERR/RE |, [ XABRESM P GRAA
=w=IRA

() ® 5 ® A B
O = O 7 =
O‘FDA ﬁwa??oo%nﬂug%mi%ra%

3




M EEAMRMBEARNZEF= R

SEMETRRA

o E%ﬁﬁna/ﬁﬁa/;fim%#ﬁﬂﬁﬁ 31

EEEENREN

/

(JRBHHEIPR21E S

& - TR

- SEBRIELER)




HMEARENERR

IBA R ERE - MAE  BRAE
(894282 B &I BHE 758900641235 /A )

FHEITRL £&
- 2FPERRBLC
. FHRB WP F g2 HF 3R - BIRS FR > 2 g B G A FERITZ
2. Fle KL o d B HHF AR RIAZ WY A {ERAPAR Y 2R 2R B o
3. RPAF2ZFH{H  PHELLE2FRAANY 2T
4 é%ﬁ%%&%”£&M§ﬁﬁﬂﬁﬁ’fﬂéi‘m%iﬂ?ﬁ&ﬁﬁ%§WFo
BTN AR E AN FREHET X2
I HefRUGH > v OPFRFHFF2L0MPF 3% - CEf ~ 2R E§ ~ ) | /RIS
MTH-OF B ERANTEMAR AP 2 27 F 4 - ONS 2P FHRF 5 -
2. HMEeARL{LHP HE - Fu PRHF EEFUACRTREHRD GFT @] £ ) 4T
- (373)
. HERRLET LA PPMPNARIZFRIUF A W FF EfFdra-
4 H - -PARLEI AL FPBMPRARLLY B R ENLLFHIHP EH-

(N @ & @ A &
M BRENSES

FDA Taiwan Food and Drug Administration




d%g TIHHEA L - F A FREGRIY R TR e LA P
41%,{$E :

_~@%ﬁw PEHRDRAEZLGSREARZ AR AP VREETF
EFREHSERERRE -

-

SRR PER R FRAARY I RSB FF - AL FR
PBFa

SE L PN MR BARE A EE > P oA
FpEFTRA kBl € 22 2% ) & 5 WmAV'i&§& Z o

/Eﬁwﬂgi

> O EMAEZEFFRASEEA - WHISZERBRERE
rORS ANy - DIRIINERPBEES -




bl - E s

Z BB ARHA Z 5T ol 78
PHHREY LA BNASREAERY RN O REARE 0 2 G
7| FA52_ - _-lz @ J.l:gﬁw@g,ﬁé FARKE2ERS I Y
~“§%’W%ﬁw’%§?ﬁ@ﬁ#i??ﬁi
—NERNTFER BRI R AR L LR &i%i‘i-’»ﬁ)ﬁs PREp A E
ﬁ#?w FREVS G RFERE -
~ERp X LR ?%%ﬁﬂi °
o BAHAAGEE 0 2 WA RE 0 W R RA SR FR

A

LRTE ISR o
SHARRPAPEEEFTREARAL D EEL 0 LA F BN
% ﬂ "'3?'80

() ® £ @8 A %
o,
C/'I:DA EwaDEz%fD%gAdmir?t;% 7




bl E-EiRE s
ZEER R Z 7T Ol Rg -

o FEFEIR:
> BRRA : TEE SRS E T B BN BT R E RS
ARERE - EoFEmRIAZE/AVESBRISEMNE 2 AEER -
kk/_\JZEIﬂE_EU% H—rﬁm#%/ﬁLﬁﬂfﬁﬁTE’“tﬁﬂé ZERETERN/

THERRHEE  TAAEREE  BISEE -
¥b¥f¥¢7”‘%uj BN E BRI FHhEMRET =
WEEHE -




i JER=Y

Zrt&RiE
o 'R HELAFURE VA RRERFREFHL UG TEER
AW AEEM 2 o
o FEEIE:
> BRER . EEXERENERRVAER (BRaMEEREFEER)
(EZEERBIINFEEZZZAEEED - (NEREEEREI)
> 110/5/1%E - BBFERME R INARFTOlRE E B Rt RE S - BREHB
ZEl GRRBEZRAREFE ZHMHE i)
> £rtEE - MR AR WATERFUE - HANGEAREZE
re AR - BRI AR mE R A AR R RS -

FF

> 110/5/1%E - PGB ZERERLR(ASHE) LY N EERTEHEM ZET
O S BEERR AL ERNEFF R R WHISZE -

Q\bérihaﬂ*ﬂ

EREYERZE
C/‘FDA Taiwan Food and Drug Administration

9




T ol

BISNRRRESRERETAFIA (=)

I ~R? H@&#ﬂg}" wwd oo (MERD)
(- )AIE~ E R Z|E I8
1. il # ﬁ%“‘ LR HY AR TRAAFAEFT R ELEFRE
ﬁﬁ%?ﬂﬁk°
2. P RALARBELFREHR LR R B FRFHL L RE
«qll«%{‘éﬁ o
e RFHFHAREFAEER FAEE - F - A
AERPAAR  RAGRIEE 2 E 0 B B FREH R EE AN E LR 2
E R 2 T*AT"JLE-‘Lﬂ :
- P FRTP R AR REREA R A # & &% % 7e_(authorized to register) -
PR A R L ER LA %i*f%$ﬁ&r%‘%ﬁﬂﬁi°
> RIS EETH FTEE/\%IWEWHS%‘ ssMHEREEIERE |
ZHEERRIENE - (BERNRAZEERRESETHAK)
> XNEHaRESH - A®%IEAE "authorized to register” -

(g @ £ 18 7 8

C/’ EREYPEREE

FDA Taiwan Food and Drug Administration

10




%ﬁ%”g_ﬁmﬁ%ﬁ%

- —— P e Py ol =y . .
=ER LR RS {EER RBVAIEIERN 2 BN A
ERAWSE SE(MIEI
C O TRA R E BRGSO RRARRE 2 Rl RR B2 R Y
(-)ATF > B e RAREASTHIGE ~ B HF %P2 Bl
() FHMEE? AL FBMPLL 325 SRFREHF AU TI B2 - FhL
I~ #ARET S FREHI DD FARNE CRARRI P rNEL AL I @2 0 232
FREHS 2Ea# A ARP2 Hpre B4R -
2P ERAEPH LI EA P R-UREFEFRFLA WA EERE LGNS L1 PP
Mixals 4L FREFFTARADRBTH7 LS -
()t =2 %= ?«ﬁ?%?&ﬁ » e - ﬂl’%#—‘ﬁ'f AR AELAEETE T - SHELZHENEEY L3
FWMPALS » PEFTEINIRPTY AU ENELF - RaFREHAS RERA
DRFEEBELEEP T AL o

\I L1l

E
=)
DE AR RE

() ® 5 ® A B
D e omys
O'F DA ‘EWEE\I ?OO%H(?? ug%mi%ra%

11



ol E-E iR a5

BEEMERAHRERNIGE vs F _SRBERVMERICREBERAGEEN TS UHEERE
o MEBIM R —HEHXECIESHELIMEFOE -
o =REIE:

> HEE (W)
L EABKHSHEED KRR ZEFORE - ARDERERA -

2 mlE: THIMEEORIE L ~ "TEFEREry ~ TINRIREBEM, - THMRIEF
X~ THOMERRmIE . ~ TOMNRIFINE , - T ESREWAERR) ., ~ T
ARIE(aHER=R) 1 818

. VIGEERGBEARZEH M

> BHRZE (W)

1. BRAANEFA/ERDKDEE - BEA/R—MAZECm - BZHLm 25 olE
NEREHAA -

2. mlE: 341B(MfZ= =)

. BRRERGEAZEEHINE

() ® 5 ® A B
- = O 7 =
Q‘FDA ﬁwa??oo%n??ug%mi%ra% 1 2




BRSNS ENEE(ER)-NE

o FREHUSELLEFLBIN
bR 2 ingE’/»\ ‘é./»\&\pﬂJ?

A SFT AT (R R)

© VA EEASE AP EREN (X )

[rY
I

¥ % %4 Product Name (Chinese)

[N
I

# 2 t4Product Name (English)

Htt/A 5 Model or type

PR EHFT R
Medical device License

Number

Jdata comparing the device with a predicate device must be provided).

A&Y 2 A

Product Name (Chinese)

A&EER LA
Product Name (English)

LA 5
Model or type

ﬁﬁﬁm%ﬁb&&m@ﬁ%ﬁ~r‘&$+fw& Ui &2 Tk v RE AR SRR N FHEA > e
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Declaratlon of Pre-clinical testing conformity

(Please fill in the form referring to the guidance/standards listed in the Table of the Annex “Conformity Assessment of Medical Device to the recognized Standards
and Guidance”. When quoted as “and”, all the stated information must be supplied accordingly; when quoted as “or”, it is sufficient to provide one of the stated
information. If there are no specifications given by the stated guidance/standards, then the data based on the manufacturer’s own specification or the comparative

- ~F#4— 9 I 7| : check on one box only:
I & 2 2 2 Toik 3 Rl A B (R CI “E 70 Sl B O £ 4F)
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).

(% & 291 & S8z # i B2 % 2R (RDA 457 > 7R L LR £ )
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. 7 ¢t (2= 2 )&% /List of performance standard (standard/year):

1. E i & > (kT)HE#/List of safety standard (standard/year):

-~ #— 9 E 37 ¢ check on one box only:

D’a" P AEMERE = 375 >384 o The applied guidance/standards listed above provide all the acceptance criteria
and specifications.

[ 71 AR © AmF RAEE - T R ERCLA 287 00500 SRR A & 50 15 o
There are no specifications given by the stated guidance/standards. Instead, data based on the manufacturer’s own
specification or the comparative data comparing the device with a predicate dewc;_a@ attached in case of review.
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Particular requirements for basic safety and
essential performance of clinical
thermometers for body temperature
measurement ; &
2. ASTM E1965 - 98(2009)
Standard Specification for Infrared
Thermometers for Intermittent
Determination of Patient Temperature ; &
3¢ EF R F R FIEECNS 15042 7 & 4 ip] T
B MR 2 G th SR 3+(2007)

N D.$t A i
. W -
R AL . " e )
A. 578 % #Device name h Guidvar%e for Latil (£ 2 )5F 25 L X 2ECRE)HF
e Classification . Essential performance (vertical) General Safety (horizontal)
pre-clinical
number . standards standards
testing

by 1.2910 LB EETeR (10 1SO 80601-2-56:2017/Amd 1: 2018 1. IEC 60601-1:2005+Amd 1:2012 Medical
(Infrared ear thermometer) an PR A Medical electrical equipment - Part 2-56: Electrical Equipment — Part 1: General

Requirements for basic Safety and
Essential Performance ; %

2. IEC 60601-1-2:2014 Medical electrical
Equipment - Part 1-2: General
requirements for basic safety and essential
performance — Collateral Standard:
Electromagnetic disturbances —
Requirements and tests ; %

3A F8 A MBI (dodF e ~ R ¥)
1SO 10993-1:2018 Biological evaluation
of medical devices - Part 1: Evaluation
and testing within a risk management

process
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A&EFTR
Product Information

AT¢ A5
New Application
Product

A &
Comparison
Product

R et i
Comparative Explanation
for Differences and
Similarities

vEY L
Chinese and English Name of Product

2 AR IR POE F 5
License Number Approved by Ministry of Health and Welfare

B B & a

Manufacturer Name/Address

CEEESEEYY

(Note: Please fill in the actual manufacturing facility.)

)_g.) o &\ﬁ Vv‘]
Product Category

A SRt

e [ AR EP Y iR

Product Description
Efficacy/Indication/Intended Use

I ERRRIE/
Work/Design Principle/Method

PR A e

Material/Ingredient Formula

GRERR HELCUEE T ER BN 320

(Note: Applicable to medical devices that are 1VD reagents and contact human
body.)

A~ Al
Model or Type

% AR TR
User/Operator Qualification

10
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Explanatron that differences between the new appllcatlon product and the
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Order

PRI

Evaluation ltem

8B RO
Conformity Standard /
Factory Specification

L S

Report No.

EREA S

Electrical safety

5

T ER
TN8E

FEME

AE(ER

=== =z O /4 A

B E NN 3

MAlRBEERZEESR)

ZIN8E

)-A

I

MEIRE R

TRARF 1
Electromagnetic compatibility

EaE L i eA

Biocompatibility

GFEa s TRk P)

(Please list one by one the evaluation test
items.)

3.1...

3.2...

1Y FE
Software validation

i FFEE
Sterilization validation
GL:im i r 2 R E 3)
(Note: Please explain the sterilization

method used.)

Ho i r 2 % 2
Other applicable safety standards
s = 3 Fep (74 200)

(Please have the firm voluntarily add items

according to needs.)

B 55 BIZRIE P P EAREIE S R | AR
Order Test Item S Report No.
No. Conformity
Standard /
Factory
Specification
doi g
1 Example: Stability
His g * 23T 05
o1
Other applicable
evaluation tests...
2 Gric =7 Fp (7
H e 37)
(Please have the firm
voluntarily add items
according to needs.)
3
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