st

105 AUNTARRTRAN R

& 3 HAb k55 1454122 1 5 34
XXE PERBREZRD &

2 gxam: v #REIBE2AUA _
 RXFE CATE 8T £09803021155 :
Ft 44 - égﬂ;'@%ﬂﬁﬁu s TR EEAE ) r‘&'*)ﬂﬁﬁj’%_i

EH A% TERRTTFRES )  TasgFEe, ~ TehFHA
F5 ) FIRBRATARKAELZ X o
NEF
— 2% TERETHES, » Tt FEBE, ~ "R FER
F5 ) F3ABARAMARAELE o (LoM4)
“HAEA BT WA ERARGEEERE > FHALXEH T AR]
BMAAGEAEZEEHRR (ZILTHRALKI0RIE) REER
-imu o

0

| WA CHEERBARBHIERELG SATRABHEEAEAR S PTEAS
# HEERELG CHTERAZHBERNELNG SATERASHAEREAG - &
ETREFEAELT HEMRBUERNELG  SHEURTERELNE - P8
RAGERREHERNELNG SATORREHERNELG S MEQBHERAEL
FLATERHERELG SHTERHERELAG sPTRSHERNEL&
BETREVENELAT PERABRBERADSG - SHERBIERNELS® - &
LETREHERNELNG SHEATERBERNEL® SMERBOBERNEL®
BWAEE ST HAEOHERNELAT SR AEoBERELNE Sl tod
FREAT - MERELORERNELAT hBBREOHERNELG by
DRHEREAG SPRALOHERNENG P TREOHENEL® - Bk
EEOHERNELG  PERABRGLCLABLOG SHETRETFIERAEL

BEAR o 1R #2R

) 'ﬁ:‘?,’;b.fﬁmm, =

3
4



:;L-'@mﬁwgé

T LHBEERARTERELT  SLTESHERELT GLTHRERNELE
EMYUMERBREBHERELEMEOT M ERBRITERAEL2EME® - 684
BEULHERELEHAE A5H B HEHE - TERAL YA FHEN®
PEAMABERGE  TERBHMERLUEARH S PERAUEERNEG - &
BMEBRDE  SBERRBREEHET AEEIATELARBNE - SETRHMBHH
e BIERALBLEREMREBR THEBEERRATEHSZELLERSA
BR-THRBERRATEHNSZA OO ERRARR TRARAERRATEN
BEZARETRRABRR -ZFAaBK  MEAXARGLLER - MEZEAMAER X
BBk MEEARRKRASRR  MEAIARRLLSBRKAKR O 2% ~ MEEAK
RRLEBRBHHETE - MEEZARLI TR B R LM BR - 32 F LB ERAHEH
PLAEALALSEBR - MEEAAVCEREHER - MEEAFTERER - MEEABIKRE
BBk  HRBLERMBRATHALLABR BAIRADALBLRMEEBR - 78R
HEFBRYRRRE - AERIR (42 MHF)

1 4]

AEERPRAARTRAURTEEFTAT

F2R #2R



TEEAREFRES  BERAWAREAEESR)
Guidance for Pre-clinical Testing of Clinical Electronic Thermometer (Draft)
97.03

(3reA]
LARALEEGRUBRSHERMEILSERERH  BRAARBRH AR EITREZE
H ROSBARRIALLTHZZR  BRBHERDETHEDRASAMER - BHF
BEBEARER HARTHREERE TEREITE (FBRNARR/XERRRT) ZH
¥ o
LARMERKBRTZSFTHFE  HARBRBMAR  FREMNARR > AHRAAR
REL FEAAHRASEMAE - SMARHZ XM RAENE - ZREHRERRAL
B 5] 9R B S Z IS (B ERAT AR/ REE RS ) Tk A ARRA RN A -
JEERAT AR EHE OB RBRAK(SEARAE ZOBEE AL ERE) - Hik - REwRE
SERBBARE -

4o Wi R BATRFIAIRA R - BARHAAKXRIASMEIERE  RETAZNAFTREZ
RERARE

5.4 AR R ARAEERERIIZ S FERITARSEE B S LSBATHERE ) o AR
AR RERT$F FECITHAARSE  RREBRAITARRARSE - B AR M SUR XA FHTAR
& LRI R A Z AR ©

6. M Rt A ZRR G ik AR AR T 5F KRR R )R FREE - Bk SRR
R EREE QR AR BRHEERRARY & R4 WX XA REFEREARA
HRR T kR ZARHE

Tdo & F1 54 THA BT - BLERMECRERK » LSBT S RBIRRERTRR -

—~AAPERZBR BH LB (Scope) -
AEEBANMKERBHEEIAREREOTTRE AR PRRIASKRCERALNIRREZET
BEs > FRE -

o AREAR BARBSH A AT NS 2By & SHHA (regulation number) & 348 %] (1dentification) :
A% IR J.2910,5 5K E F #8583t (Clinical Electronic Thermometer)
£ J  BATTASHAHMGHAE  BETFNNAKR AEABTO L RATEHAMEYS
HoBBRBRENTrEZEHY  FHEAIETHEZ AN -

= ~ & sof ik & 48 #& (Product description and specification) :
1.4 /88 7 & A §0 [§] (Measured/Displayed Temperature range)
2. 4247 FE (resolution) 2% % /|~ 88 77 ;% & 8 {i(Digital increment)
3.4 %k /& (accuracy) &, & A ¥ 2] % £ (Maximum Error)
A48T REFT K
5. R_=F(Dimension)
6. % & (Weight)
7.4% 4% /% 77 3% 3§ (Operation/Storage environment) © A& TR/ BB Z B E AAHBAE KD

W ~ A H R ShHE M R R F#(Safety and performance data) -
JB B M- BRR/ZBRTZ RN £ X ¥ ik
ESNHE - 4 - R REE SRR 042 A F 4| IEC 60601-1 2005)7
A—— e (BIHMKE) RMBET - dorid By AT ety vy |FC 60601-1-1 (20057
(l;llectrica] Safety test) TE RE-—FRATHRGBAYE  XBLER - ER
FHHE > ESAFHBRALLGAR - 814 - B EEE
$AEALRE (PRAFRAHEE)-
2. kAR M K ASARERBE TR ELLTRHBE XL BMREAARR [IEC60601-1-2(2005)
(Electromagnetic e Tt T4 ARAR LR TRTHOVENGEEL L
compatibility test) AMHE -




AL ARBA (LoiEE - M) A®ATT F38% : [ISO 10993-1(2003)

G (1)4= #2451 (Cytotoxicity) 1SO 10993-5(1999)
sy ()8 sk Sensitzation) IS0 10993-10(2002)
(3) %1 A (Trritation) 3, & P9 %1 4% 3% (Intracutaneous
reactivity)
(1)& 3% £ (Error) FDA Guidance'”
(2)#h %k & (Precision)#o /& 3,14 (Repeatability) ASTM E1112(2000)
(3) % B i % 8% Fa (Time) EN 12470-3(2000)

4. hREPE AR
(Performance test)

~(8)
(4)18 & ¥ 4% 77 (Low Battery) Ghie 104

CVFEZEEAFHALFRARELE -
a 3% £ 1% 1% (Operation environment)
b.{# 17 3% 3% (Storage environment)
c.i% /& % u§ % 1t ] 3% (Thermal shock)
d. 4% 4% % $y(Mechanical shock)
e.[% 7k 8] 3% (Water resistance)
fh % - HERR

% ~ 5% gk (References)

2.

3.

IEC 60601-1 Medical Electrical Equipment - Part 1: General Requirements for Safety and Essential
Performance (2005)

IEC 60601-1-1 Medical Electrical Equipment - Part 1-1: General Requirements for Safety - Collateral
Standard: Safety Requirements for Medical Electrical Systems (2005)

IEC 60601-1-2 Medical Electrical Equipment - Part 1: General Requirements for Safety: Electromagnetic
Compatibility - Requirements and Tests (2005)

ISO 10993-1 Biological evaluation of medical devices - Part | : evaluation and testing (2003)

ASTM E 1112 Standard Specification for Electronic Thermometer for Intermittent Determination of Patient
Temperature (2000)

EN 12470-3 Clinical thermometers- Performance of compact electrical thermometers(non-predictive and
predictive) with maximum device (2000)

FDA Guidance of the Content of Premarket Notification[510(k)] submissions for Clinical Electronic
Thermometers (1993)

CNS 15043 Bl gt m &£ & HMB 2 EF B (2007)
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Guidance for Pre-clinical Testing of Infrared Ear Thermometer (Draft)
97.03

[eA])
LARMAEGRUBABSHEATHEASERBCH BAAARBRMETH A RITRE 232
B ALLBARBREHLTHZZR BASHEREB LY HENRFLSAMER - &EHT

BEBEELER - HARTHBERBAERE TS (SERTARR/RBEREBRE) ZF

,15[,»

QARBEAREBRAAZSFTHHZ BHARBROMNAR  EHRAEMARER » AHFEAR

BED HBEABRAAEASTREGE  SHMAT I TN ASERE  EREHRELERE

ErryAE B IR (SEBEARMARR/RERRR) T4 AABRAUEAERA RN -

JEERA R REHE CIERRAB(SERARRAB IO ER AL KR~ ik - BB

SRR A E -

4o WS BRARTERIIRARIAL » BAAMANXKIARHITERE  REXASKNEAATZ

BRI °

S5.6RRRwARRERREFZEFFERITARSE  GE USSR ETHERE S iR

AERERFSAFHCITARL USRI ITARARSESE - BRMAN KA RIS R
2 LA 3T R RAE ZARIE ©

6. % s Bk A X R RF ik MARR R R TSE FiEARE  12(1) R FRIMEH » Bk ¥ d8on)
RAERES S Qo R B F R » B2 3B F & & 48 B UK XA M EE RS RS
ORI F A AR -

Tk FI5HETHAET  BLEIBRACEEIRA > HLBEFSBRVREERTRK -

—~AAFEAZ BB SHIEE(Scope) :
ARAEBA DB DA oA B B AR P F 8 & 2 A8 6 (thermal radiation)# sA B £ TR F B2 B
HeARASXFARSTEERZ —_BHK -

—ARARBR SR BHZAAE T NS B R/ SHA (regulation number) & 48 %) (Identification) :
A28t J.2910,85 KB F 482 3t (Clinical electronic thermometer)
4% B CEBREFRET XM BRIES  BETFRRAKR BEARTH L RAUFTEHFHBNS
Mo BBBRENTrEEEHP - FHL2ARETREZ A -

=~ & BH&GHUR R A& (Product description and specification) :
1.4 8]/ 887 i% J§ # [ (Measured/Displayed Temperature range)
2. #4847 B (resolution) &, 3% /)~ #8 71 78 A& ¥ {2 (Digital increment)
3./ 5§ ¥ (accuracy) 2%, iz A ¥ ] 3% £ (Maximum Error)
4.8% B 2 5 B (clinical accuracy)
5.3% 1% /{8 17 3 3 (Operation/Storage environment) * AR T RAF/MHEFR B BEAAHBERE
6. R =} (Dimension)
7.% & (Weight)

w9~ M R o AE M 38 F #H(Safety and performance data)

A B Bt~ FRA/ B RATZIR £ F ¥ ik

ASNHE - - £F RBUSRIRMOEA FMIEAE (&[IEC60601-1(2005)7
BARKE) REBT M ABEATORE T RE &5 —|[EC60601-1-12005)¢
BRATHRBAL  ARLE—HIMEREENH  ASFS
HEAXLBAR B4 AOEREELAT (PEAFRHE

1. EHEem
(Electrical Safety test)

HE) -
2. THMENRR |[ASFAAMETEVELLTRHEREARBZARMEST [IEC60601-1-22005)"
(Electromagnetic T BRI RTETEOB TG L A RME -

compatibility test)
3. A EHRS |ASAAMEENM (WiFR - FAE) ARTT IR% 1SO 10993-1(2003)®

1



(Biocompatibility test) |(1)#a s # 14 (Cytotoxicity) 1SO 10993-5(1999)

4.3 fe kSRR

(Performance test)

(2)i% &4 & % (Sensitization) 1SO 10993-10(2002)
(3) 41 #4(Irritation) &, £ P9 ) #4035 (Intracutaneous reactivity)

(1) 2% % (Error) ASTM E 1965(1998)®
(2)8% 5 # £ (clinical accuracy) & & #.14 (Repeatability) IEEA: ‘?&3‘215:339}3) o
C)FRIZREAFHASTRRELE CNS 15042®

a.#% 1% 3§ #.(Operation environment)
b.4# 77 3% 3% (Storage environment)
c.#% 4 & % (Mechanical shock)
d.# R ~ HERR

E -~ £ @k (References)

1.

2

3

IEC 60601-1 Medical Electrical Equipment - Part 1: General Requirements for Safety and Essential
Performance (2005)

IEC 60601-1-1 Medical Electrical Equipment - Part 1-1: General Requirements for Safety - Collateral Standard:
Safety Requirements for Medical Electrical Systems (2005)

IEC 60601-1-2 Medical Electrical Equipment -- Part 1: General Requirements for Safety; Electromagnetic
Compatibility - Requirements and Tests (2005)

ISO 10993-1 Biological evaluation of medical devices - Part | : evaluation and testing (2003)

ASTM E 1965 Standard Specification for Infrared Thermometers for Intermittent Determination of Patient
Temperature (1998)

EN 12470-5 Clinical thermometers —Part 5: Performance of infra-red ear thermometers (with maximum
device) (2003)

FDA Guidance of the Content of Premarket Notification[510(k)] submissions for Clinical Electronic
Thermometers (1993)

CNS 15042 Fj &rbtipl & B AR 2 4o sh s i8R 3T (2007)
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Guidance for Pre-clinical Testing of Powdered Surgeon's Gloves (Draft)
97.03

(]

i

LABRAEEGRUEBASH AR REE S SR B0 BARNMABHEHMTHARITAE ZE
Ho AOSBARBRILECETHZER BABSHERBRZYFHENRASAMER - BH R
BEBELALEH HEREHBMUERE T ERETE (SEANARR/REASRE) 2 F
*;1. °

2.ABBMEARERBEATZSEFTHIE  BHABBRAMAR  ERENARR  A%FEAR
B2 FEARRRAEL T/ -  BHREZR2HAAEN  EREBRELKRAL
EFAB S ZIBBEFS (SEARATRAR/RERESE) TH . AR A R RPN -

SEANRARETHEOERBAB(GERMNREAB ISR ERAREFTEKIE) - ik > Rtk
SR AKE -

440 Y s B AEAT R FIRRA B 0 BARKHAE M UK KA BHIERE > RERALMAEAMEZ
2RI °

56BN R R RBEEREINZEFFERITARLE  EULEBMATHERKE o RigR
AR AP 2EFROITHRE RSB A ITRRRAEH - BARMAE M SUBk KA BRI ER
45 AR BT E A ARIE -

6. % 3 Bk A 2 RN ko AR R K R 75 B H AR R 2R F R - B i B
R EBEE QoA R FERM » B R BR 8 7k R A8 M SRk AR MR 5 A
ORI ok R 2 ARIR -

Tde &P $H EHFEIT - BEXMECRERRK > Y BT 5B IRAR R RITRIK -

~ ARl M 2 B B 4 # B (Scope) *

AXERANENSHF A FAER  BAOCKLENMERER 2HTELHyMMRIE » E4F 4
Bl # S (USPYREm KRB Y F 5 £ 44 A F2(Patient examination gloves)

AR ERE BA S MM F A% 5 My RS (regulation number) & 48 % (Identification) :

N4 TR 14460 F 45 F F £ (Surgeon's glove)

L Bl F R FREADRARAASRBYEA BRI EABRER LB OLFE  EXAEFERY
MEBAHEE BE1ER  ZE4FTRAYGEMBRY > 5 FERBEBRUSPRLEZH
E o BKRE > RRE 2 ¥ -

+ & B4 B A& (Product description and specification)

EHRAARAEE  AACKRPXHEREA "REXTARKRBEAZAS » THIILBHAR
Z§i5 -

vg ~ b B ah GEPER K F A (Safety and performance data) :
A H WAE -~ B KR/ S TR 4 Fk
1.4 4hia A% (1) 584 £ (Cytotoxicity) 1SO 10993-1(2003)""
(Biocompatibility test)|(2)% & 3% % (Sensitization) ISO 10993-5(1999)
(3) 4] & (Trritation) %, 7 P9 %) #1385 (Intracutaneous reactivity) ::S[?Algz?j;iigéflﬂgsg)“'
2. & @ (Sterility) it 47 % 14 #% %4 (Sterilization validation) f& 5§ 4% SAL(Sterility ISO17665-1(2006)
fassurance level)/]Js # 10° - [ISO11135-1(2007)

ISO11137-1(2006)
ISO11137-2(2006)
ISO11137-3(2006)

3. R ~F(Dimension)  |(1)f& /& (Length) 1SO 10282 (2002)™

(2) & /& (Width) ISO 4648(1991)
EN 455-2 (2000)"




(Tensile strength)

(1)4i W7 % % (Force at break)
(2)4% & # (Elongation)

(3)/% & (Thickness) ASTM D 3577(2006)”
JKEH Inspection level 1 1SO 10282 (2002)"
(Watertightness) Acceptable quality limits(AQLSs) of 1.5 EN 455-1 (2000)®
ASTM D 5151 (1999)
KLY fo ik £ 1b(Accelerated aging) 2 #7 & 2 1 % /A i# 47 1SO 10282 (2002)®

ISO 37(1994)
ISO 188(1998)

EN 455-2 (2000)"
ASTM D 3577(2006)""

biological testing)

L
(3)4 /8 M & & (Antigenic protein)4- ¥

ASTM D 573(2004)
ASTM D 412 Rev A
(2006)

6.4 4 B AL S 38 (1)7% 4y 38k (Powder residue) ASTM D 3577(2006)"

(Chemical and (2)7k %1 & & % (Aqueous extractable protein or Leachable protein) ASTM D 6124(2006)

ASTM D 5712(2005)
ASTM D 6499(2003)
EN 455-3 (1999)

7.4 K
(Powdered lubricants)

& 5 USP T RACHEH RZME -

USP 31(2008)®

%~ 44 30gk (References)

e = R B o

. FDA Medical Glove Guidance Manual(1999)

.ASTM D 3577 Standard Specification for Rubber Surgical Gloves (2006)
. EN 455-1 Medical gloves for single use- Requirements and testing for freedom from hole (2000)

. EN 455-2 Medical gloves for single use- Requirements and testing for physical properties (2000)

. EN 455-3 Medical gloves for single use- Requirements and testing for biological evaluation (1999)
. ISO 10282 Single-use sterile rubber surgical gloves-Specification (2002)
. 1SO 10993-1 Biological evaluation of medical devices -- Part 1: Evaluation and testing within a risk

management system (2003)

_USP 31(2008)




