ATE IR £ &

105 L

& 267 d % R 545818855 0 2 8C[RPHA)
XXE  FREREMEERERRY

XAl FERRIBF2A21H

B R AE % 00803021155

WAE G TERTTRES ) - et g TRE,
RER

EH AL THEATTRES, c TasgEEE,  TARFHA
F& ) EIABRAARAEEE -
NETEREFRB;, ~ TastgTEBR, ~ T2HFHA
$5 ) E3ABMANARAEEE o (o)
A ERABRWEERREERZRBAE  FRANEE/ T2 ERE]
BAREEEAZRESR (ZLTHALBIEIE) REZR
RGH -

NEF

—

B

>

BRI SRERAELHBHIERAENT  SATRASHEERNELAS ST RS
 HBEEREAS  SATEASHBERELY SATRASHELRAEAE &
TRBEEAELNS  MEMRSHEAEAS  SHENETIRAELNC T E

REGEXEHEFAEAG  SLTREREHEREN G sHEORBERAEL
S LhTRBHEAEAS SRTRENEAEAG 6P TASHERNELS®
CHHETRESHEAEAS  PERARSBANSG SWEREIEALELE - &
LTREFEAEAG sHEAFLHEEAEN G oW BB IHEALLNS
Bod  GETEEOHERNEAG SARBEOHEAELE  SARELEDY
FREAS MEBRENOHEAEAE CHREROHEAEAE - Sh TR
DHEREAR STREHUHERNELAS  SPTRHEOBEREAS - BT
 EHUHEREAG PERRBRAACIEAMAE SWEERETFIEAEL

BRAG HE IR #27



&

o

T

i

' “%E%ﬁ_lﬁﬂﬁ’\@' GRTEEHEREXE - GALTHBRERAELT

EHRLSHBRETNERNELNEHEE s HABRBUSHERL2EHOT 684
PHYLHERNEXEHLE 2EHCEREHE TERBAHERERME
FHEAMARERD G PRERAMEMERAANRET  TERBRERRM T &
MBEGE  SRBERARBREZN G HREAFAFELSARMBE - SLTEMNEH
HeE BILERALBLRMARR AEREEERATERNSLZE ¢ LLRAL

 BRAAHREAERRATERS LA CSMRREEBR  THIRE FRRAT LM

SEBEQEVHREEN - ZEAER  MERASREZARR  HEEAN AR X
BB  HEEARSSEABE - HEAARRLABRRAT S - HERAR
RRABERSHEIGE MESAARL PR ERSRMARIE - 3T LB SIEH RS
Pl d RAEKE s MEEASRAEHER MEAATEABIS  MEEABKE
BRORR  SHRBLEMRTFPLEARE  BIAHASBREEMARK  TLK
BAEERHRSRBRA - ATRIE GO5MHE)

F1f A]

AREIBGANTRMET EF R

5

%2R A2H



TEEAREFHES  BANARERESR
Guidance for Pre-clinical Testing of Clinical Electronic Thermometer (Draft)
. 97.03

[:]
LAGAEAEARAEBASHEINEE L ERS R  BANRRASHAHARITEAZE
W ROSEARREELCENZIER  EABHERS R TS ENBALEOMBMERL - BEF

BREEASESE HETREHBIERITERETRF (PBANTARA/RBERRE) 25

2ARPEBEBATZEFTHNE > BHAKTRANAL EREFAER » BREHEAR

BEL2 EFALFRELEMEE - SR RIERAEN - ZERFRAeRSIL

BER FITH B S R (SRR R/ RS T AR LR A THE Y -

JEERAT R R EE R AR AR EARE B ZABEA AL RKIE) - Tk Bl

R REE -

450 BB RBITRIIRRAR » BHRMEAHNIBEHBERERSE > WS FEALPESEE2

RERAEE -

S8R AMARERRF 255 F 2 RITHFASS » BE8HEEETHREE 5 o iiE

ARRERFISEFECITHRSE > RSB B IR RS » BARM M Uk S8 25048

2 DU B ST R A AR o

6. R Bt Al 2 RIRF e do AR KR 248 FARE - 2R FE &L BigrH gl

AR EER QR ELF AN - BAR K % BRSO 3 BB B Bk A B SRR SO

WA R R 2R o

Tk FI$EBTHEET - BLABRLACEERA QU BRELBMREERTAR -

—~AARFHZBHBZHEB(Scope) :
AXRBANFMBRERBMBTAREMEINETRSE AR FRB2 SR QGRAEIIRREZETF
B FiRaE e

S~ AEEEHBRESH244 F AL 589 8.5 5 (regulation number) & £ 4& 5 (Identification)
A sy 1 1.2910,8 R E T8 2 31 (Clinical Electronic Thermometer)
48 Pl OEBARATTFAERS AR GEES  BETTRERA AEARE T TE  RAEELRINE
Mo BBBERENTTBZIEHT - BHFIETHEZER -

=~ E B4 B RAE(Product description and specification) :
1.5 R/ 88 5= & FE %6 [ (Measured/Displayed Temperature range)
2. /23 B (resolution) &, # -]~ #8578 £ 3 fir(Digital increment)
3. #E 2k ¥ (accuracy) 2k, 5 A & B 3% £ (Maximum Error)
4 JBAR T R B K
5.R.<(Dimension)
6.% & (Weight)
7 4 45 /% 75 1% B (Operation/Storage environment) : BA% iR E/ME G RIEL B E R IR B R

g~ Sk B o R i 3 B ¥ (Safety and performance data)

B B8 WA~ B R RS K AT 2R £ & F ik

A SHMIE B > 8 - KBS EAR e 1E A F MR |[EC 60601-1 (2005)0

s Pe (AEAMIKIE) BT - do AT 158 A5 0 scpy v ||EC 60601-1-1 (2005)

&ﬁﬁ;ﬁéﬁwm RSB -BEATHREAN  RBLE AR
FERGE  ESREHBRAILGBAE -9 ABER

HEEAE (FBRARMOTE)-

2EmAaENRE |ESABAMAETREREARTRESALABEARNE |[EC60601-1-2(2005)
(Electromagnetic ety T4 EAR AN ERT ROV ERRELE

compatibility test) AR -



3.4 448 bk
(Biocompatibility test)

S PABIEBAN (2oiER - B E ) MAEATF 555 : [ISO 10993-1(2003)
(1)4m B, 2 (Cytotoxicity) ISO 10993-5(1999)

(2)id 44 3 Bk (Sensitization) 18O 10993-10(2002)
(3) ] #c(Trritation) 3%, & P9 #] #1345k (Intracutaneous

435 FE bk 3B
(Performance test}

reactivity)
(1) :a/3% £ (Error) FDA Guidance' ]
(2)4% 5% /& (Precision)#v & #1,1k (Repeatability) ASTM E1112(2000)®

EN 12470-3(2000)°

NE @) A E ed R (Time
(3)& & 47 & o5 1 (Time) CNS 15043®

(418§ & 4=~ (Low Battery)

(O ENCER: £ 358 %2 P8 Y X7
4.3 1% 2 5 (Operation environment)
b.f# 75 %% 35 (Storage environment)
c.;8 B &8 2163 #(Thermal shock)
d. 4% #% & #5(Mechanical shock)

e. B5 7k B #%(Water resistance)
f&# ~ HHERR

E ~ 34 Rk (References)

1.

2.

3.

v

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

[EC 60601-1-1 Medical Electrical Equipment - Part 1-1: General Requirements for Safety - Collateral
Standard: Safety Requirements for Medical Electrical Systems {2005}

[EC 60601-1-2 Medical Electrical Equipment - Part 1: General Requirements for Safety; Eleciromagnetic
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 Notificationf510(k)] submissions for Clinical Electronic
Thermometers (1993)

CNS 15043 Rk m & &5 82 T-F L2 (2007)

Pia
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Guidance for Pre-clinical Testing of Infrared Ear Thermometer (Draft)
97.03

EXZD
LARRASRARMEASHRTREE L ERBEH  BRANARBRMTHREAHE 22
% ROSBARRILCTHIER  BRABHIRBC P HEBAESMER < Bw b
BARBRE S H A RERMUERE LR (SBEANNRB/RERRRY) 27
2ARABEREAATLEA THAZ  BARRRANA R SARMRRE - BARE Af
ER2 - FEARHRES TR - SHAVT IR AAMY > 2RAHREARAE
RAFIR B I IRETA (SERANRA/REARR) T8 5 ARABENR R -
3B ARA AR TEE G RBRH (S SARA B 2B EE AR HRER) - Fik - RIRE

BRI AKE -
430 HEBOARAT R FIARRA 8 - BARUAEMSURRASMIFERYE - UBTERDEARTZ
REBIHNHE -

5.4 RARe ARAEE R AN ZEHFERITHRAK Y bS5 HERATHIAKE o RHR
ABRFRFNISAFHRCITARALE LR FITREARSEE  BRmam i RSN esR
% BL AT R 2 AR -

6.5 3 Bdk M 2 RIS T i ARRR BRI 24 FEA R 2B RN - B H 250
MHA R E Q) AL EME  ERRE % BRSO e R Rk S AR SR R s R
ZRIBF AP X ARE -

Tk P A EHEET BLIBELCBERR > UL BFSRMIRZBETRE -

— ~ REREA 2 BH B EEH(Scope) :
AEBERANBE B SR A S IE R E R R B2 A S S (thermal radiation)E XA E S AL B e B
Mo FRARFERSFESRZ _HBER -

S AEAREAEREH ML T NS 5B BEHA(regulation number) & £ & 7] (Identification) :
A woE CJ2910,EE K E TR Bt (Clinical electronic thermometer)
52 Bl EAETHENELASELAE  BEZETTUMBHAX  ALERETFHYE  RREEHHINE
o BB AENTEZEHT - HHEARETHEZRY -

=~ E S8 R B4 (Product description and specification) :
1.8 B/ 85778 % #6 B (Measured/Displayed Temperature range)
2. A2 ¥ JE (resolution) 2%, # -J» 88 57 J& £ B £ (Digital increment)
3. % 2% i (accuracy) &, % A F M 3% £ (Maximum Error)
4.B4% R 3 2% & (clinical accuracy)
5.3 Ve /8% 77 %2 35 (Operation/Storage environment) © B2 RiEME/AE B E 2 B EREAHEER
6. R_=}(Dimension)
7.%& & (Weight)

g ~ GeA-t B o AE 4 5 F ) (Safety and performance data)

B 8 R~ BRR/BE TR & £ F #

A RAWE 677 - R R - KA LB RRBARA T MBS ( &[EC 60601-1 2005
| gmpewg | [SERKE) R&ESE oA ALEATORAELE 5. JEC 60601-1-1(2005)
ot Satepresty |7 EATHRME » KRR~ RANT £ RFA

HAEASABAL B ADREFELLE (PELFAH
BE)-

2. BHASEERE (AR FAARETASZELIRARERAELAARENT [EC60601-1-2(2005)7
(Electromagnetic B BARZNFERTEOBERGHL AR -
compatibility test)

3. kAR EM S |ESAABREENS (iEHR - FEE) FARITTFFRE 1SO 10993-1(2003)

1



(Biocompatibility test) |(1)4= ji -+ (Cytotoxicity) ISO 10993-5(1999)

4.3

(Performance test)

(2)i& 54 R & (Sensitization) 1SO 10993-10(2002)
(3) 4] s (Irritation) s, & 79 ) it Bk (Intracutaneous reactivity)

(1)& 33 £ (Error) ASTME 1965(199( 3 &
(288 /& # 5k K (clinical accuracy) & # 314 (Repeatability) E§§$ﬁ$$)
CVFRzBEALHESLEARLPE - CNS 15042®

PR a.3% & ¥ $%(Operation environment)

b.{s 1% 3% 4% (Storage environment)
c.:}?é#;?ﬁ]%iﬁﬂ\dech%nical shock)
d.F sl - o AR

I~ £ Xk (References)

1.

2.

3.

we

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)
[EC 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 Rigcteal & &4 R e shapiim et (2007)
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Guidance for Pre-clinical Testing of Powdered Surgeon's Gloves (Draft)
97.03

& XD

[

LAMBAEGRESE SN ENREE L ERTCEH  ERATARERMEHAEITEEZE
W AOSEARBRELCERZER ERAEHERBCPHEVRASSBMER - BAX
REBAEELEH HEATHUEREZERS IS (SRR ARR/REBERARBRE) 2%
,-{ssl.o
2AMPAEERERATZEEERNHE AL BRANAR SR ENARE - BB RBEAR
BiEd BEABNRE LEHEME ~ S22 2R ANENE - BREFRE KL
AR E 2 BRENS (AEANARR/RERRE) B ARG ARERTHEN -
JEEARAT R AT E AERBRAK(TESREEAB 2 4B R E R E P EERE) ~ 7k - Bk
AR AEE -

4.4 M R EAT R FIREIE R - BRI B R ERIERL > AEFASDAAREZ
R IhEE -

5.8 AR R0 KRR R REATIZE2H TR THFRAEE > 5S8R ATHTRE o AikR
AERERFNSHEFEOITTHAN » U B AT RE AL BRSO KA SR
£ LU AT R R ZARIE -

6. 5 3k A 2 AR Y ik de BAMR R AP SE F AR » /()R F RS B E iR
R EBER ) QR EERMN B 2 8RR F 3R 40 M SO S B MR RS R
R R 2 ARAR -

T Z | 2HEREET - BLEREETRERS  HERE 2RISR ERTRR -

- A AR 2 Bk B4 $ E (Scope)

ARBEFANENFTHELTAER  BHORAEMERER  HTEE AR £4F 4
BU(USPYAE SR ZEB Y T8 K o404 A+ £ (Patient examination gloves) ¢

S ARER A RRSH 2 45 B0 4 5 S B A F(regulation number) & i 48 %) (Identification) :

S B0F 14460 F 47 F F F(Surgeon's glove)

£ B FHRAFEAORRRAAEBYS  BHABARRANLG O SFE  EROEFERY
BB ESEE  BE 148, 245 T84 RrBmAN 45 FEAREAUSPLEZS
Ko doBEmAY  BIBE2 F4& -

» A B4 B M (Product description and specification)

EMEHRBEE > HACERPXHEEER "AESSH RAMBEAZIE > THIARBERE
Z BE -

‘vg o~ ARy EARREH (Safety and performance data) :
B A~ B RB/RBEATZRH BEFik
LA #is M e ()48 & (Cytotoxicity) ISO 10993-1(2003)!")
(Biocompatibility test)(2)3f 4% 3% 5 (Sensitization) ISO 10993-5(1999)
(3)21] sk (Trritation) &% fz P i 4 3% (Intracutaneous reactivity) ;‘S];)A]gi?g;gé??g;g) "
0. 4 H (Sterility) e 47 3%, 1 #E 2% (Sterilization validation)J§ £k 4% SAL(Sterility 1SO17665-1(2006)

[SO11135-1(2007)
1SO11137-1(2006)
[SO11137-2(2006)
1SO11137-3(2006)

assurance level) s # 10 -

3. R~ (Dimension) ()& & (Length) 1SO 10282 (2002)®

2K K (Width) SO 4648(1991)
(2) EN 455-2 (2000)




(3)/2 £ (Thickness) ASTM D 3577(2006)"
4 K B Inspection level 1 SO 10282 (2002)®
(Watertightness) Acceptable quality limits(AQLs) of 1.5 EN 455-1 (2000)
ASTM D 5151 (1999)
SR BB ik % 1b(Accelerated aging) % 3T B 2 7% % JH AT ¢ 1SO 10282 (2002)
(Tensile strength) (14 b7 $% & (Force at break) SO 37(1994)

(Powdered lubricants)

E3 ; 1SO 188(1998)
(2)# & % (Elongation) EN 455.2 (2000}

ASTM D 3577(2006)"
ASTM D 573(2004)
ASTM D 412 Rev A
(2006)

6.4 4 R AL M 3Bk (1)7% 4 B ER(Powder residue) ASTM D 3577(2006)@

(Chemical and (2)7k %44 % & ¥ (Aqueous extractable protein or Leachable protein) [ASTM D 6124(2006)

biological testing) 48 ASTM D 5712(2005)

(3)4 B £ & & (Antigenic protein)4-& 231;1\5453 6(;133(9%8?3)
B R 6 7% & USP T RS R Z MK - USP 31(2008)"

A~ 2430k (References)

LI WV, I SN L B o

. FDA Medical Glove Guidance Manual(1999)

. ASTM D 3577 Standard Specification for Rubber Surgical Gloves (20006)
. 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)
. 180 10282 Single-use sterile rubber surgical gloves-Specification (2002)
. ISO 10893-1 Biological evaluation of medical devices -- Part 1: Evaluation and testing within a risk

management system (2003)

8. USP 31(2008)
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