i —— — — _ - S

— e e }&&‘x.

% e

.a;-$ PRAF IR

74;‘@(

BABHARLENETEE & ooprs ‘670/9}( B

MR HHE 11561 236 A E BEHT161-29
% H 1 (02)2787-8287
Bhds AR B AT (02)2787-8281

11503 E-FEH41E 48 mdshlin@fda.gov.tw

G B AR RE K

XA AR IEAE T ELE ¢

%ia%i#i&mmﬂmﬁwa
%‘*3& F ", " FDAEF £10716004805%

33";5 . a k’H"
HERBEAE R B
Ptk TBBERHELSESRESRAER) FRA VB RS P A (WIR)

F
gﬁo
BRERZRIPZ TBREHELEEOREERI(E
&

BR); FHMA T &L e A EwiR), B3 3
L o
B
—BREFEERANGAHELSEREMELZELORAETRES
BRA - U EEBEABETE UREFMAY S RLEZ
ZARARIR -
—CMBRETEREFTHE (B AR/ ZREYFH) 47

on

BB o
ER T EMEER - BRI RBEHITERNELE FERAY R EN T
Bl 82AMSed  £ILTESEHBERELNS - ¥iLH R %‘33##?’5#5ﬂ

ﬁA@ METEREHTEAELS ST TRREHTERELS - 64

EEREHTERNELE BB EAEHDERELNE AZATEREHT
EREN®  EATHARTEREMBERNELG 2 TEASH T ER L
N SETEARABEHBERNELE  SHASTEEEHBEAELEG - &
LT EAEHESHMAENLEERY BN ALHHN ST - S TAATLHE -
MAEATERBOBERNLERAGHES  PERBMYREHERNE L2 E B
AECGATHBRERENELN G HEALMBREIHELNEG VTR ER
ERENS VMU BENEANELS  SATHRETLERNELS - &
FELOBERELEHOE ST BoBERNELET - Wb Moy
ERENE RATEROHERNELN G - SPTREOHERNELS - 4 ¥
MREHNOBERELAG - SHTERUBERNELNE  ShBBboRER &

PR (#=8)




%%%%M‘Ei ETREERR
H &%

BN EEEEARAET
= . )i%

%

I
. fK

bt

I

B

DH._

---------------------------------------------------------------------------------------------

;

ST T A e
%ﬁ%ﬂ%igé ............................................................
R R M B E 2 R e

T B e ——————————————————————
B BRI ettt b et e st aenens
BE:IMVEBANEE

BT B B T oottt
R BB EEBMEEIEERE ZER
W~W§ﬁm ..........................................................................................

BB TR B B e e,
m~$%ﬁm ..........................................................................................
A s BB TIE 7B oot

B BEEMEEBEE e
B TR B 2 BB ot
 ERREREREBESEERE .
BEEOEEDBEEE)VABNEZEERR .,

% E-SRBEEBVMESEERRR . ... 12

R MG EE IR . e 14
M EEREE R e, 16

“ Bl l;ﬂ
“Vw+

%

e
B

X

&
!

%wmmmw
ﬂ

O W o0 0 ~N < O 1 U1 U1 U1l W NN

W

=
o O

=3 |” \\‘“t: )ﬂﬁll'

Y
=

oW W

PR EERHNBREES ZAREERIA. 21
M BEESEEERER ., 31
CEEBEBAIEER .o 32

W2 I
' »WWM
;::i
%
N
}.......\



W

HZAHEYESHRE  B2F 41K F 2415 F 6518 %66 1&-

FOOMZ1 H671% £ 681%  FEIIERE 7014 -

FAIREYZER)  REMBEY)  GIEERREESM -

B2UREMESZER)

KNEFMBENES  GRIENRBES L  EEBEENE -

SKENZTAR -

% 65 REFRFABREYES) : FEFLEREYES -

% 66 IR(TIHBEEYES 212 )

ZEHBEREYESK  BRTBIIBAMEXS  BEisH  #f3PR
NEEMEEIERELE  UOEBEERREYE - RIEZELE
RECREZEYESARRNES A EREZREAEEABETVE
5 - BLEBUEIFLETIETRANE  BAEE Bl -
ZYMESERETE  NIEHETEEE FIESEIE -
BREXEASNERCPRAEEDHEFTEHMIE  BIREEER
7 RIS TIBME I FIHB W RIA N E M kol = T Y Es -
ERZATEZBEEE BEESZARLANER  REELHEERS
BEZHBOANNEREHE)  BOENBEZCERE - LRFA(ERH
NEXRFNABREER  ENTEREEREME  FERE iy
B4 -

£ 66 1F2Z LEMRESZAEZAVRBERLE)

HYRES  KPRUFEHGHETEHMREE EEWPBAE 1 £
BZRERX G ZHESE - RN BEEERSE  SHERRETESE
TERAZERLEY SBREEZHE  AE8A1F -

RIEANHRE - BRI A% ES 2B -

B 67 R(TVEEYES ZRH) :
HHRBEMBETUEPRELETIERBELASEEZEY  HESUEEN
ST EETYIRIR -



5 68 IR(FEMES ZRILL) -
ZREABUNIAARZ
— BEMAZERAEESE -
- NEENERREEMBESI ML -
= BRSRHREREE -
M- UEMALEESXAES -
% 69 IRGFEMATREBRUAEZIFETRHES) .
FEARERFEZELY) - A B ABENEZIERAEE -
£ 70 FRETRBRVEZEYES)
PReh - HENER  HABRBRIEHEENEE  RRAEYES -

Bl. EEZmETHA
EBEAMTAHRSEMESIIRTE B85 44 18 - E 4518 - 5 46 &
K547 & -
%44 1% -
EEINEFREYES  BREAEYFOEZ v EY  BEBEE
B0 REZRE -  FEIEEEER BEENRRBREEE
R PRENEETHETEHEZERR Y -
% 45 1% .
BYRBEMAZYFEE  EUPRGEFSHEIZE 2 EYRE -
HE - BAAS  HE - BZE - N TE5E - R ERMEEE - i
HEABR -
hEMBEMAXT  EMEEUARERBFREEAR -
5646 1% -
GYESEREDSE BYF B RESZEHRE  —HEEH
B -
547 & . |
HZYEEZADT  BBATWBFEZ—F  EIHREATALE
- R 2 BEE -
- AHBREERENEAERS L AOREFEEY EX -
BN RZEYMARERERICER S EREERBENIEEE
HIESELBEBEYE -
R REYVUEER LT EMHE -

P T

[=



5 68 IR(HYBESZRIL) !
MRS ABLUNIERARZ
— REMAZELREEE -
= MHEHERHRE E B AL -
= FERERABERES -
m-UEMATELSAAEE -
£ 60 IR(FEYABRBEYEZRTRHAEE) !
FEREPMEZEY) A ERBEYEZETSNER -
£ 70 R(BRNERVEZEYES)
Reh - RENEES  HABB R THBENSEE - KRAEYES -

Bl. EFZLETHA
BEREMTHANHEYESNRE  BE5E 44 1% - £ 45158 - 5 46 1%
REE 47 & -
544 1% -
SENEREYES  BEEEEYFOBED  BEEPESE . EF
EMFORER  ZEZERE  HEIEEFK BESABAETE
BRI R EEMBEETEMEZERAE Y -
% 45 1% :
EMREMAZNEEE B RFEE T BB ZEEY ST -
Hi - BRAS - BE - AL - Bt TEEE - A EMEELE i
HEABR -
BEMZBEANT  HEWERUASHEFREEAR -
55 46 1% :
BEYESREREDRE  BEYH OB RESENERS  —HEEH:
5 -
847 1% : |
EMES RS BATIBEEZ—& - EYHRE AP
- B R TS T 23U BE
FAHBERERRENFERERGE  EDHEEREYIEE -
EREHZEYMAEREBERUGERE T EEEREFESEEE
BIEEEUSHEYE -
CERENUBER TR E -

=



g
auy

i

it

»

)gﬂ

I

||

1

%

|

11

RS ELEE

N
1k

—f HEBEERMELSCRE

AR
R IREI AR BE - (EEAMTHEIE 44 18)

CMBE-AIBESASAESBARER A IR ERBIE B

DLIERZES - fi—B—REG O~ BB EE R 65 -

El'ﬂ KR

EREVESERTENSAAENT  BENSH . bR g
MBEFERRELE - RETIE - (A5 66 185 118)
ERRVMBESRAEZANSESR 1 £ BREZHRLE - RN Ee
BESE  FHERE SRZEERZHN  FE1EA1F - (==
K5 66 182 1)

EREVZESRIEZEBYEER 1 £ BUFEBRBERMY

UEBMHMBR RRAEESEES 2ER BTNy EER
MR PR P BRES FRELTAT A -

BERSHMCEBRNARERECBR -

CETEERSE B BESE i SESOSRYE - AR

RESHBEERE -

ETREREE  BEEE//RH  ERIERADLEE  ABELES

BE - R SEHEARS -

CREREMIURRAE AR BT R EER B ERNS

EmE IUJDEE%%?%’S’M{E%%E%EEZIH
SERMEHEE—X— REEBE B HAE B2 Bay
B &5 ME8%E - B2 L)UE%E’Z#‘%{%I:E@%EEEﬁé%i*ﬁ&ﬁﬂEi%%%’—-‘%‘—?
M2 EHE -

‘H”“"‘*"‘% SMEREENSAHBRHSHBBRE RS RERY

- FHERBEEMESEAR -

\ ﬁ%fﬁ)ﬁ’szi'““‘g‘ B MZEHEEEH -

5



B GHEEEAZRE
— REBRREHES  FEEYRS  MUEREENFENERSEN
BEAMRBEgR T EREHBMTHZESEE) HATAEL K
FEEY)  UEEMREYBESRIBIFIRRRER -
THHRER o ZRE - BMERZRZUR  AEZ2SEERTEE M
ZHF
(—) FEBRSZEYBESHBBHES  AENERE—REREE R
m
(D) BRESZEYBESHFHESE  BHREEMESFRRERR -
AFEETNE  EHEBESRR _ARSAR—ES -
(=) BYBREEFHES  ASHBRADELHIANS  EHEER
w_HIBSERE—ES -
(M) AMEAEMEEEERNEYRSERARESAR-BEZTE
HE -

f, FREERVETREERIERN
—  FEHBER

M BERFEREREESAE) A 30 WIELFRNE -

M BEsMEroE EREBMER 1D -

M ZERRF o IREmE AR 1 M0 -

M &ZEZNHE ZHEANEBEREMER 1D - (B—FREERY
BHINTHERE - ZETIIEQEBWMEAN " F—SREEEM
BEHBEUESE , WNELTK/NE)

M EBEPHEER 5400 T(BERRARXGE - BESEEEL) -

et

itk

o REREE
M EESFERERRBESEAR) U317 - LNERIIANE -
M BEEsVEroEEREBWER 1D -
M ZBFrofaiRigmER 1D -
M &ZEZHE SENIEARBEMER 11D (F-FREESIY
BHHERE FHANEREBMELR "E—-SREERY
BEBBUES - UWNEATANNE)

6



¥ BB 2,000 T ERARRSR  HASESEM) -
¥ RRAEEPEREERANEARLD -

= BIbRES
[BFER)] BREGSMURNENER—FARET BB EE (BT
BE)UNEFRRERENEE]

M BEERESFEVEE L3I0 WHERSKNE -

M RERIEPEEMRFEREREESTSHEBRE) -

M BEEREEM 2,000 TEAARAS  HESEEEN) -

it FA—RIEEAS B AEEFRBEZNURERR  fi—H—F%
ZEO—EEEENRLBHE  REREHNEERERET -

BE, WEHRTE :
TR ERBHEIENEBAMEE 5400 T8  REESEESUHERHS
EAME® 2 000 v -

K., EEHBRERA
— EERERRUIRBEESKEEES  BORIPHE
(—) BEES

1 ERER  BEESRERR  BEEG BERLAZREER
s

2. BEWHEZRELUBBTIER 14 RHERETIBVE -

3. BRIRENRNBERESREMFAZER I RE RBEES
H(ZBHEPHRBEXT EEHSASANE 22 EEREEM
RS D RE P TIE Z & -

() BRES

1. JERCHEES A - EEE  EERSTEER - BBROR - &
FEERAINERANOUR - BEESHE -

2. BEEHEZREU L ERAER 14 -

(=) HEAES  KEBEESERANEEHEMN _MER - FUSE -



1]

b

CEREEVEHE  GUZIBESAEREHEBRBER N FIEBENY
=

- BEGIEEREBEEESZEANE MRS RE &L

RSB RARESHEST  LHESESUEE 10 HER - BEXE

Z2E1SE BERENE  -$ 1] BEERABENESE 16 Bk
AR EEHR

EEMERTE - MIFRBEREZAY  MERERERESAE ZERETHEER

HXFLAR -

CEEPBER  ERESHERER DOBMTIEZRE  BREREL

BHEMNE  ABHBEZEOEERE fINBEESEZEATRNETRERRE
L£HEE - BITERAEESRERER  BaESZRGRNEE YA
Ee > v FHE - TR IEES R FEKE -

BYEEEEA SR  DERENSTIE  EEE B

ELSEEsEn AR HRZESTEAREL T  BEFERBR
RSB EE A BB ER - BREELIRSE -

RERA

- EEURESHRERNSEMNRCER  FOsEEEMEE - iR

BE - WL —RBK -

CEERCE 30 EABENT X - BHUEESRREES -

(—) BERETESRERERBESATERAXEMEAR 1D -

(O) ¥RESHERER 3D -

(Z) BB BRRBBEBABRKBRAEXNT)  ELRTANE -
BREANSTHRE .

BHERNE |BRERE |RBEEAS

(M) MepB 2 BEANSRRERX -

PN

 EHREECH

EZBRERES - BLUEESIHE -




W, BEFHEZRZE :

— BETEREES  NEHBEASEERZESIE - (EELAFE 661KFE 2
I8)

_ - EERRERRE  BYSOUSEKESESZEXHER  —HEHIE
& o (BESARETAIRIZE 46 %)



FH BESVETEERA

T, BEERABCEE .
—  BERESMAZYFZEZEREDIGTREETFEREZLTE 2 2R - T

]

BBHRANE  HE BZ W IEER - 8RRBEEHE i
AR - (ZEFIAMEITARIE 45 1F)

- BEABRE MIBEZ—F - BRI ATEE

) WA i?‘i@Zxﬁl
D) NEBSReRRENFERERN L AREREY ZES -
—) TRERREYMARERBERIACER T HEE AMEFENIES
ERESEUEGSYE -
) FEREYNEREEME - (FEEAMITHASE 47 1%)

(—
(
(

=

(

- BEBERNTRUERPNHRNAE(FEERET)  TIEATERZ

EZHENABT—HEL  HENABTEZEZPNAEHIEER -
PR E - EBRINXAS - BERBMBIEMN PERE - WYEZ
FHHNES - {WZI"ECPS(W%&%@T%?U%

- BERBESK NHEERGHZERBE ) SHERE - A0 xx i

HEE ST ZISIRE %S E BB REARMA GRS
ENEAERR - HEANSRESERN TSR N RERS TR
A -

- BERESE "HERUMEEANR - FEWEEERNXS - LIHEE

HAMESHBE  AENARBRZREHEE  BREURHERESE -
WHEREPBELEERER  AESR "HHtM, ZEBSEARE -

-BEARAB/ELR TAEIEN - BIREE - £FEEBE - RURS - Bm

rigRA) - RRERR - BEHARNRAN . BEUEBEERLS
RAGHRE  BBEESVMESEEERE  NOBRIZIDESHE
REATEE - FIBEIZAT - BETRIEZAEET -

ERTHEEMES A B (BEERERED - BB A - IS EED -

B BESAEEN O EED - IEIRCAEEEN - BRODEN - SRS AN S) RIFER
ZEESY  HESHEERERREBWEEENY -

10



A, EmIESRERBEREEERA

— BEZRIFEERWERR - H5IEERER - #EENNRERDB
SHURRESZERKE  RBUGEREREESFAZ— HERE
CEORE  WPERZMEABRATEES  HLAABRNESSHE
BEIARZIRE -

A AEREREEHRNERZERER  BRFEAFRIZERATR
ZREE 106 F 1 B 19 HAKRFE 10614600441 582 8% 2" AF
RHOZEBHNEBRBEE 2R, SHMEEE -

- FEEZREEERAERAY - MMBBAVERFREEAS -
FREBABHZEEMEERESEEEN  MEHZEBERS
BEELEETRIBAZET  UENBREEEEZERTE -

ol

|

%, BRASHESUBS@EASRELEERA -

=EaVMBEENHRESAEBNES  BK—MBERMESEESI -
WG HEESSETBEEAZEBER  IRSHMBTRE®
+E 93 F 6 H 8 HEEBFE 0930203280 sk EH 'BEEABREE
mZRIBRR , ZIRE 93 F£ 9 H 2 BEEEFE 0930312531 SFERAR
TEEABNSEMZEERA, 2R DRAFERBZERAEXRGE
EE 106 18 19 HARTS 10614600441 SRS BHh 2 N IXRGES
SHRBERSZRNEHER  SEBRBME—)  EREEESHMIEE
T PHRESEHESABNERSZRERTEUTHEE .

— BESABHER®L . (BEAEER  SBRBELSE 101KED)

(—) BEEAEBRERNES  HTAIABTU S RERBEESNEY
BEE  BIRKERBEZL BEEERTERE -

(D) BSABRERNRE  HEBRANARLRSBMIEHEEUBER
BRERZMARSE  MAERNS  HEIFY  HEEE  #
BRZEBENIINN  REHEEBEVEE | BREFELATEES
Rk ; BENEKEEENESE 25 1858 5 EBALETABIR
0 o

11



(=) RO REEHBEZRES)  5—RUEERAEBREE BNE B
BE ATEE-
- BEABNERE
(—) EBEABRERNS EORAFANBSNERZBERESTAEY
BEE  NENERZEHEBERAINESASHIAREMN -
() BEABNBREHE2NEKE  MERESEXSHREMN
=S UEE FHEREBSALEZIEE HERBHEADE
BEERNAMBEZEE  BIKEMESE 21 185 5 SUREBIRE

Y

o

&

12



A

W

E-SRBERMESBEERA

P EEBAMITHRIE 45 1RE 1 BRTE - EYBESHBIXZESE - EL

PRELETESHREMZEZEYEE B E5RE - B2 B
WHE - EEEIER  BREBEEE - MU AR F-SRBEREMY
BEANEGUENEIRREZENSEEAEASHE -

CE-ERBERESVYAERENTIRRSAT B TE-SRBERM

BSHBEUEE . REPEMBRERERE  UNELATRNE . 5
R - EFEIRUEEZE BB TES RS EER S -

- BENERRZERARERORERS BN RRERB ZEAS

Hah - BUETIERFYE - UERGEREELEREBEE . L

HEBEEZSE  THREETEELRET -

— MMM ERERR  EREY

Bl A (LYCRASE M M4 203 - IBEEN R Rt 3 1

INEE - MAWE ; TRAFTRE BRE ; AEAGHRME
ERER - BoTHR ; SRR EMMNGE - s
7, A EFERCAR . B A BEEBRWE ; 51086 -
TEABRTERE - BESE FHEF  BREELH . #
TEES  FRERAVE  TBANSHESEEE 83
ZEMNEE  MAYBMMMNSEREZEZEPHKDF - I
AEEERRAERNRY  ERRIOUE ; BEIRSHEA
Miftid EEXTE (Z2HNS) BIRSR F2B -
MRERRRS BRRETEEELHE -

. BRRREHEEMTIR Y ERISE

B RBREZZITETEREERIT N UEHERAREE | R

SHARBE - FBEMS ; BERA 140 BREBELY
— B ES  DBEERBRORBEES ; E/ABKRE
5% aeqgis MEIHBEIE - MEBR - AENRELEH ; 8l
ftee S ARMEBZG  FEARBHE  EBAUSHES
IREERIRET) BEBRERNY  XKEXBHERK  H—R
CPR WREHMERBERE ; AHEBEBLERMUE - BHMK

13



1

e
[ soms

EEB A TR ; MROGHHEEBTRE 1200 CERERE
% . M EBBEFRARONEME _RRE - BIRERRN
MR - CERKRTEARE - BRE - &L
GMRINBESS - BREBRRTIE -

- RT1R1E

G R eERts . EE 16" - B 8 Eha B 24" BRlk;
>HEHKNABER- EHAEIBL 100 DEA - RIREHRE-
B FEE HIE% 65 N ER ; FEIRFRER 200x E 100x &
39~66cm - B EF_EFF 0°~85° - BIER EF 0°~40° - RBFHIE
39~66cm ©

- BF| - WENBEEA

Fl - EBEE TUV BEER ; ENEFERHED) ; 150 CE;

EmEER.. -

~ Hith .

Bl EHEEEED ; BIFRETESE 208 6-12 RAERREF
BEIE  ERBHENEDNERNSE - RALERRES
BYEE  AERERETHRHE ; HRERMIGE - o
MR XX 2 XXX B fEXEREANEURRERN
ESEEMN+ T EEEENEE  TRARERE  EES
SBRYESEAS LEANBEBRE ; TREEMIK
F/FIETIRRE - IRHABSE - TFERE  B8E
B BRI I IR S -

14



ﬁménng 5%%5

RRREESEERA

THEESHNEARLIRE, BS - SRREIRESMUEENY -

RERRERBDUTEREM B ETIYRIE -

IBERERAIE 106 F£ 1 B 24 HEE BT 1051610341 SE0E

RRABBIEAEEZZ AT  BREBIEIEEE

1. BcE— ﬁxﬁsﬂ/ﬁﬁfﬁféﬁ‘“ﬁﬁﬂ SRSV S8R ABRLECEE - W EH
ERIRNBMENeE

2. Rzt AE i@ﬁlﬁ%iﬁZ%%@E?ﬁﬁﬁ%%ﬂ - ANSEERE - AT
BRIEVET - Do sE -

3. MBAE - FEIEIFLEE -

- RTERME - NEORUNEXBHREES - RENRREM

LB - WER T AIRBITHEEE -

1. DIhRE 1/5 BB EBETE -EE  BEHFEAEERBRS/)
REBSE=HEBE 2/3 - BEWIR -

2. BERSBEMTG IESTE  EDEEEE -

3. BEABEESE FLX/%B$ﬁ§%§§tH_t%5%§§- HEZFTAES
B A SRR EREESRE 1/5 -

4. BEEFFAHEEE  EBHEBEEEGRABRENLE -

5. EEREHEHMEBEES  UUETHEEAAZIREEE B
H 1710 E@BUEBHE LHEE  HERTEBEYRNELER
aGELUBIME  RESZ AR ES AE 66 1858 1 BT
SR BMF LTI PRAA S = -

CMENRBRE  HFUREERZERMREBNNAEE  IESH

pUF
1. **F:’-‘"‘:H&EulB?f@%TZ@%ET%QE‘F Aol 28 R —R
LRAS

2. %F¢W§Llﬁg BRI ZERGARNK - BHZIRTIE A &4
BN -

15



BERNSEEEERA .

1

 EBAOSMEREENBEMNERPFE) - BREKRBEA TS AM:

CNS 14755 ~ ASTM F2101-01 + ASTM F2100-02..) ZE&E# - I
PR TEEE - 1 ik CNS14755 HIsiZH#EE 0.075um S(EMmE
W7 BENERTE I - (B—  F_FWN)

 BENSNEEEARIANIAE - B8 PM25)  EBRERSE

Bl 5 1Z% CNS15980 2 A BER - (B—  B_FR)

BEANSNESHEIBERS  BRFE_SHKREN  BRHEERELR

MEE - WBISEM -

16



w2=F EBEERVESHFTREE

1]

© BZ[AREERRE 7

IR BMAMM TS AR REED R LB PR BRI PRS-

- BERMES ZBERERILEERN ?

(—) BEERVESTEEREREESEARE)—H 3D -
) EESMAFOELEREBEMERNLD -

) BERRFORBBBMER 14 -

) BREZHE  FEINZEEBEMETEA LD - (E—SHEER
MEHANHENE REAIEERBEMEARR "E-SHES
MBEERRVEE . TMEASTANE)

(f) WreEEAMNESEEE 5400 71, BEELERIEZ M 2,000 7T -
BN ERIRIEREENEH -

(
(=
(Y

- EEGVESPRERBAERE?

ERGMBEE YRR ECERSVAUERBEER - HNBER—LIE
SNEENBARERFAEZHUREERBELR - EE o DUSED T
- —HE-FREGLQ—(EEEEMIRLSE -

 BEEHEIIRRE ?

(—) BERHIRERUBEERESEMN IS HAL HSHRE -
= EREE—) - MIFBEREMNEZ  HGHLIESHEEH
- AVPHRSRAMIEERE—IRE - BI—45 ; EREEL
VEBEENERNX B AR R —4 - BEGTHETNE -

() BRESHRUERIREESAER  BERZEAZEEEMHAES
mAAKER - WEIBESRENE -

(=) BEEBERESHESD  14ESTUE2 10 BEERARSEXE
aZEISRE HERENE -F 11 BEmBEEXES 16 Hit -
A RS -

() EDESESAIPHFZAE  LERIKZERNBTE - SHEaEN
PEESHREER T2 ERCESHBEAZERET  BEg
HZHERPBEULBES N BBNIBERN BEELHESDE -

17



A

BENSERHNAERE ?

EEMEZLUFRBRER - BASNR 10 78 - THEAFNR
25pt - BRREAIKRE R ZXFX/NEAEW - BRI LHUREEITZ
A FRRREER -

RHEEMEMEFFERESTIIR ?

WEENERH BF MEtL SRSIAEENEAEEUEZE
& SARRES -

RBMERRFTER  BEEEBEMEBRRERSHTESENE ? 5N

PRI 7

(—) BERVESESLHEFZEEETE  HESEESMEJE
BB BcHR

(=) %T%MZMEWQELXTTﬁﬂ’ﬁFE ("T%ﬁﬁﬁ EREER M)
1. EHEEMBNE B BERE - il - SRES 00 RUEE

Az kEEHEFAR -
2. BHEERSHE MEBZHE/ RS ERINERAVER KB
HEMMEE - HESHERE -

3. REBESMHJERBEE ZERE BN EEREEREE
FERNEZEmMEN - WINRMEYINZERBIRINRZE R -
4. BRaMENEE -2 REERFE B dHo/ - B
BERE - 2 MEEE - @% UREBRBELRSSKEER

W RENREREN ZIEE -
(=) iE 103 4 6 A 19 HEIEBF 5 1031602670 sE A% " E?*W”
SHNENRERIE, BS  SARESNRBMMERETY) -
BRERIERRDUHERSMEERTIYRIR -
(M) =#ig 106 &£ 1 B 24 HE#EES% 1051610341 Eﬁ,’\i A
BECCABERZ Wit - BHEERAR
1. B —ARPB IR SR B ACIRBI BN S8R A BBayehoiR - W
EHIERIRB B EHEE -

2. RV ARBRAPTNhERZR Y ERERBKE - AMEEEEE -
RELBRIFB AT - DI RREUES -

3. MEAE - BuRInE -

18



JA

HERGTNERETBRAEN - T# - SO 2o - BUFEEE?
MR BEEXRPREREN(EFEFBFED) - 35 - 1SO SE B3
BN FRRZBIER  BIEEEM A B ZAEEN  BlEsE- -

EERFTERUSHELEWERE  2EDURLEESE 7

ol - EERMEERLRHE VA IEEN R ELSREE -

BEEERBRAZA? BEERNTBIENUEHRIE?

EEEEMERSEEENUZRERT SHRWGHRETEE &
CIRERERET 2 ERIEE S -

T HRESREATHNGZEE  HeRBEEEREEEEY?

(FDATRE - #£)

BRXE 30 HABZUUTXH  DEEAXDERSEEMREHS
& WA—RBR -

(—) BZEZBERNERAEMELE 15 -

(—) MhhESSEREER—RX3H -

(Z) FERRPEATHRREELAT) WELABKRNE - (X

HEREHNRRESZERNERBROS O BEEZ  BaE
BOREZEEANE - FELUTESIMIE - )
PERNSHER
REEAS | AEERS | MEBAE R ((BNRESREEYE
)

(M) AEEE5UNREBRAAR  BURBSEUZRTCRE -

T RS ESREIE ?

ARMBERMESRIEST - HlmT
(—) —RBE
M BESMESRESHAREREESEAE)~X 35 Wi
ENCIPVI- I
0 BEBV R EREBNER LG -
¥ ZEEHOMBEME A 1D -

19



T

s
pis

9 EEEZSE  EENEORENEE 1D - (50
BEEHEH N ENE  EEIRORBNEAR E

—SRERSVESPBUEE . LWNERTANE)
M EEREEM 2,000 T(BRARF I  HEaSEEEN) -
M RIZEBEPBERERRANEXR LN
(Z) BIERE [HEER  BERMAUIREHER—FRATE
BEFE(EETER) REFRZEESRAEE ]
M- BERIESFFETGEE—N3H - WNERTANE -
M EEREPFERR(FGERVERERSHERE) -
M BEERIEER 2,000 m(BRERSH - BESEEEN)

i E-RIREAE D BARERRE A EERE 7
—H—XEFO—-EEEENIRLPEE - BRERSEHW

HIS g iR -

ANLERAERIEESE - DHRILABRSSBENHR - 9l

NS ?
AL - ENPERLEREANE - BRESBARABI—ER
N BERSSERXXGIBERIE - BB I ERE -

ZHRSHISEBEEUMUEHA—IRESREER—HER?

Aol - BERBIEZ BFEUERSBEREIZMESEHAE—HE
= .

- BEREPFEZEARERHIE ?

CEEAETAEZNERNTOUEEREEL - BB TEEEARERE
RIBRIRIZEANABIELE -

CAESHIREZ EmEaBEEESY ? UREETHERSEHFA?
(—) BEEESZMZ2BEIRMIE - RS RBEEMEIRIDAN f

-

D) BRERSEBNEBERYIAERESR BAR AR
BUERENE, DEEERRNERRBELY - REER |

MEMEVEEZRM -

(=) EBEESRV 2 —REm  HESAFRBERSHO - 1T

B EEWEE

20

R

AR

B T L R e M




++ 8

+0 s

AOERSEJLEMEYE - (B PM2.57?

= S Fh AN 5E  FHIE PM2.5)EESMERE S ERT EHAETE

SANELEE TS A Z Bl K IRAE(CNS15980) - tlfgsa [ E 7 FhsE R - &

My CNS15980 ZfxseEmt - W RDIRE H iRzl ] -

IPLE e fmss A1 o] LAFE 488 LA ENE 2

FEACGEEREFIED 106 £ 3 H 16 HEIEEFE 1061600625 SR A%

ERERNREEERRECBER M AEITERLSIE . RER

L)( NEBEEFHIR 2EE - QTG ERE L PHE ¥JJ¥I§7I‘E%§
DRI ER - ﬁuﬁcuiﬂﬁﬁﬁ_ﬁ‘z(’*‘ﬁﬂﬁﬂ)ﬁﬁﬁeﬁaﬁﬁﬁlz Eas M fmlR

("“k 1 S ESET 721 RIERMEBEBIKE - BEEN  BERE

BT E - %bjj"tﬁﬁﬁ -HERBHERES 18 REZE SR

FEER1]) °

21



\nix
duy

flk

NE Mz

RNIRZZESHRERRES 25 EH A

94 #£ 9 5 15 B ¥ 723 k£ 8 ¢} BB

94 # 9 A 23 B % FE 0940008071 5% 4 # A4

9 % 4 B 25 BR80T REB BB EE S

96 & 5 A 11 B &% F % 0960004007 3 4 # #

99 F 6 A30BHINBRLEBECHRIBEES 1% - %28 % 5%
99 £ 7 B 8 B £ F % 0990004853 3 4 & A

101 2 A8HFEI0STRERGHRIEELM - F 48 % 58RE 8
101 £ 3 B 3B 0BT E 1011460137 45 A

102 % 10423 A8 146 REBEHIBEELX

102 & 11 B 7 B 2 F % 10214616231 s 4 # %

104 3 A48 % 12ITXEB &SRB RE

104 # 3 B 128 083 % 10414601844 3% 4 5 %

106 £ 1 B 19 8 285 % 10614600441 2 4 5%

. _—_u:_%_-u\

7 2= &% AA

SEERESEHBMNRFZHES - HNBEHRNE  BHEHNBLR
AW~ BE=ALT (B ) RLUHEEBRR D E AR EF MR
e RROESE, BEZNERES IR BEEAAEI S| AER
ZEE  AIRAEEBENEAZERMNBEZESERARBE - £~

WEHERERHSDUIER MBS LEHM TEREZEENBEIHRE I

ZARE - Wit IREBABCHNEREEAE  AVEE—TNL
MREL -

EREEXEHERRANSES HEBERSIEEREE 8-
meE - RS ZRIBEIULIER - :BHRABR ,‘.‘EVGmAZH/% =t

22



sk FHERESE M RFIFELS  EERLUHENSE 277708
MEE MR BEUIEHES - WBEZNE  RHEE - /)
SHRESTEmMERBEY "TBE, c B-RESPZEREE - WAL
BRABANDEIR - BB LMEEAL (BB ) IR ZBE - Blld—
RBEZRBESPEMTEEERDIEZRERI - TERALH -
7 BEBHERSHEANEES HEREFGER BEERES,
PIR5eEE - #38 -
BN AERBE ( UNEERL ) ZIDEER - REHERSKFEH
BHEENG  BREHAEATHRS  BEQSEZLEHRER PR
S5ZEE (U MNERAE ) BRBETEASRB N  BHEEEESOA
WRERAEZTRER  WSHER - HAKEESHEEREHEE
Bl FIEAIRERE - BERSE  BEESEE BESNEXREES
RISESGATIKE - BRERASTEEEEEFZE=E -
T (REER)
AREBERPZ AREED T ¢
(—) BERS EEESEEE  RESILUEMEAREMZIER
MESBHRERB ZEBR - B8 - SIRRERBRER  BEMm
RZEEEEIINERTZRR -
() EEERABUCUITNBEERS) BRSO REEERSEPR
MEHEMRAREZER « B8 - RIRABBEMER Z ALK
B HARHMBZLRAY - BFEAL - BBA—RBEEE -
(=) M=k EREZEESTIEEEER BE  SERMSE
mAEESEE -

o .
REFEERBESPSI A ENRERIREEH T AGZBERE 2
B aESBE—EEEES  BREBEEERESAERRBEE
FAZER  MFEEEZEZER - MMNESS M 2B HIFZ
ITRARBEXNMUENETSNE  REEIRERMZETAZ
BRI - Blolged KaEk -

23



2H

REFSmEBFE - NRRERKSEETRENTREREZERE
& URESPRIUZMEAREZRATaARLIE - AEEE
B - BB EERIBEAME - EIEST  BIEZEDEER
DEBANEZROE HEENFREGRBIMBIERERE R
RAERHEEEERARESBEIMEENENEEET] - &l
HETEM RN ER LR EB o E HE SRS - TR ERE
SPFFEAERNRESENER  BRTKBEEAZBELE
R MBS EREES ZESR

)= .
HENEBERESEN—FBEIFRB B EHZm R RIBENEER
MR- E8RFEENEE - MEESPRLEBZBFZEE (M |
pEfEM - BR ) ZBEINYRAERZBEBEMFZEERS -

RN .
REEMEARBERESEIMTE D EREHREZRIR - [MIER
LrEEHZEEH - MIRRETEFEMMEHEREFEHERBEZ
HEMNIEEFEE IR ERBERE - [IErFERANEGFSE LR -
PO TERVIE K S S aRPIIRROIBLR - ¢t 3R 72 P 85 RO an R 48 701K
i BIeWREHS o ReXERAF - mbyIRaoBKizzl
Rt EEAGHAEE - BBV BREDE - HIBRRER
ZEERE  EBARIRERRAFENERERES

R

HBERERESD  LIR-—BEREER  RUBEEWEZAA
ZEEYF - RFEAEEBELEERHEFRIK - 2R _+I/)
AR  OmENEEBERER wEs.... . FLF HHEELN
—EREAARRBRF L - HNBEEERBZMBELFENRE
SEMAZACIBERBAR  MIFREFWEAZER - MZES
FEBRES -

24




i)
THRBERSTS  BRTIRINERE  SRIEGEERAAS

BEERNERCERMERE VEBER 218 18y
HifGRRER FESEEBABUIIAEBRYET -
PIHBARAYHEEAL (H#E ) hERns BED

ESERERB AN REEER BES5TAFTE

BHEMEEZERSENESTIERRA TXxas

RESPHBEERURBAIREZRR -

IBEAL (8 ) IBERRS  siNERBsh Y

NBR TR B NEEEGEEAERERE YER

B 2B EAREEAZ S B S ASewl B

HEGBERAMHEMEAHEERE RN AFREY

PR R B

VOBBEZHGRBERFRAEDRE  AFaUTE

%

1l ZHBERERERAGEFIEEERIRE
ZEEBFHE, DFEEVEREBFAEER &
BEPER RZERE I RS R R E
EFEHE -

2. REBEASENEBEERNIES  ESTER
THEBEMMHREZERT  HELZFROAEER
AER  HEREEGT  HEERU R EREE
mEEFIER 2R -

25



/

(1) BEEARSIBEEF-MARTSIBEE I FXEGeE &
RESPRDEE -

EB—

—ERAEREERESPHRIME SRR EERT Y RENE .
FREDRRGRIEBRET - KE  GES - THERT - 2B
REBRERZBRRRE Ao EERES  HENZEE
BIRDAEFEER (WA EBENABE S Bk AgE) -
BEEVRTENZEE BREBLEEHZGRRY  BrEE
RZRIRBEPRRZEBENS  BETHTHEEL FEEL -

L7

FEHBRS NS KENBAREERBRS TENEE T
BANES "SR EE = +SEKERBLRNENE B
HAMBEMRS - E TEE R 2B ERE  ABEHR
FH—EEONRANREE ,  BSHMZKEMERREE . %
&7 BRI ENEEE - WS T AR R ERIEY
R - WA - AR S RRERBFIENERES -

B = :

FERESRBEEP LIRS 88, 2ED
IATRE RSN A SR B ENE - ERRAE - ROEE - I5
SMARUMBS  £8 - WEZBREAEEZ5HEE T80,
ZEERTEESEALE -

PN
RERABLERERREERDESTIHBEZATER  ZES
BIDJRA—TEHEREES  ANEERESZATERE LM

ENRIBESITIRNER - MZAGAANER - NEEEEKET/
EROZER (ED—RD L) ETIEONFBER S . 5
HERZABEARTERBRERMIENIEE BRUERLEE
EMEEEMESRIT ZERN B EEE

26



Zplh .
RANBRBEHERBESIHBREREER  UIRAZERZRE
BEARY - - EBERSEAVERMEEE VBRI K&8H - 8
ZETIRERN AN SRR MEEREREEESTBEERIZRS

% - RURTIREE - RUCE M AN R %R E AR TS IBTEHY -
EPIN

RABEERBHBNWRABEREA CHICEEAMEE
BB DREBERSRINE - A EEEEEEREREMR
TRRGMESREEZER - BEM LRSS A K o 80ER
BAIRESHRBE—ENRF  WERMELSERS BB TH
NE - MR TR AL - WIRRETRNTR c RETRES
WHBEREREEE NHABSTI VEAIREE  BELRLX
RIS Rt e BB R MR 2 A USSR thiR B a0 E R
WX E - ESZGRANEERARNES - EEUEREFEE
HEBEANBSZIEEE - Bt - 2SS BB PERItIBEE
BWEIREGNERAR B8 - EEBERUESEZRRE - 18
BEWETBIEEEBE—H% -

M- ( BEES ZEELEK)

REES ZEMARER FEGARBENSIABSR BRI EHE
B RERAES _+—IERE

1. RESHEBZMEIUR -

2. BEMEBZYRRZNERIBYERKIB I -

3. MIEANRESHEM Z RN EZIFEHRMNE -

4. BENEE pERSEEEHNATRSEE _+—Kx

HZBERA, S+-LMARERZ— -
5. REMNSEIEHBITEREALE -
6. EMHMEMABRBERERFLEHSIABR B RAES -

27




) .

ErFEEEER\IESEHE (REEsE -,  WLEERR
BHE  BEREEEELRTIE - HHES  SERRERSANER
B EARESATVEESEBHBEFER  RUEBESX
B HASEEERLAE TE—, ZEEEERRT - Al
BlEEEREEXREEIVRERER EEE—, ZEERE
BLBIR— N EARERRY  EMEEERRE  REBEE
AE -

gH .

EFEMLEGESOIHET . TRERREEREERBTER
7, THEEEABESEEERIANG  F-REEERAEEE
BN RN Y FEE - BAYEREBENRETEERER
EERETE UEE T ASHTBEUMEBZERBTE )
MBS HAIRLER  ZEWEBAE -

Fh=:
S EEEYEENESPRE XX SRREK, WERE ...
JRIERSRY ... SR EH L Size 25 M Size =S Size... . BR+7EHE

CRESHIER,  FEREATHRFLRTHESY - ME
srmAREEN  RERIETE -

28




b~ (NEFEGRZEEER)
BEESDHERIEY AR  EREHESTHEREK
AB A SEBRZN GG MARBETARDEBE  BRUFER
DIRFE - BRERFEE_THERE -
AIEA B HIATE S B R R B R BN RBEESS /T -

P :

R HEESEMRM MP3 BHREAZTRITNELTER
iy - PR REEEERMNEENNER - HER - BRI - &
FEBRNREEREREREMUBEN-ZET  EBHFRE
SIRERMLEFANE - thEMRR DR ZEIEEE RN
B-NRAMEMXEZRREE  JEF2IAMNEBEREARIEE -
RG-SR E SRR DR ESREEBREEBEMHERERN
R - REDEEELRERMEIBEL % -

N (CRENR)
ERAREREZERBAEET
(—) BEx:

1. AEHRERTEREZEE KBEEN+"IKEES
REAZFIE - WEET AT RN EE ILEE - TiEE
MEBAETU E_FTHEETLTEE, BN E
I WIEHETRI KRN ES FIBHE - S4ERE
PFELE - WEETAIRILEE T8N - WiITREH
EB+TETULATETUTERE 261 WEEST
SR EBEEES L -

2. BEERTEZHRE BRMTHRETSEMAIESTE
I WEAMSBEREZZFLEREBRIBERE -

29



%Eﬁ HRE MRS ZRHENHEE  AAARE
RIBFTREZEEE - BHRARESE 2R -
BREEBHRSINEREERERTEZZRESE IE
HEUSEETRZERBE (KBS FSERIEX
HEIEZ -

BB nSMA R E ZBEBSIAERY
E - MIREREE  RAEE_T—RERERER
E-HESTIRENREEREEREL - CEREIFBIE
NHNY) - BEALHHEE  KAEE_+—RERIE
BERTE ERNZESTIHRM-+EHER  BESE
BETHEERREERET -

BEERBEE_B F-BBEE mPREMIEIR
& - WolsERESTIEa HMMBEET -

(=) BEEx

1.

2.

i

() BE&R
1.

EEIERKESHEFHRETERES 2 EEE
- SRERBEESTIZUHESE  RAERER FgE FZ
REE] 2 -

BSEEERAHS oI EMmAER T  NEIESREA
SINERZES A _+— RS RIERIREEA
BEXFRETBEERESET -

fEsE
ELEREENEHSHEENE 05T BB TIEERES
ZEEEE SREFEBESTI 7HEE . NAEER

BEETZRBE -
BEREFRERMNNIEMMEMBEERHE ZES
BSIAERZE  NTFEESTE kI8 " +—1%
FHETPRACTHBSIRIETEEREET -

30



T (EBMZRZGAHEEE )
KEBREMASHRERFEASIAERVESHERDEE - K455
AERERERE  BZAMESZETERBNEZEER  HMASE
HEE D MBANERELRLRE BRSO ZEEREERRE -

N~ (HFEIRTE )

BiERESRTRIAINBRBREEIN - NEEBRLEE_+—1K& 5
T REE AR RAEEERREZRE -

N~ KRR - ERRAATEHREERES 2 —RESZEEREK - UM
TNETEERSERZUBRBEIREZZITARE  ENEEZER -
NEMEBR T EESEBREBIRE L -

31



e RRER M AR R 5 IR I SR A
R

B
B2#E
SParIE

il o
i
50 |«
Ay
Erltllj-

I
v

T
£

i)

g

AE RS
®&$A§%E i

EEATE
®%ﬁﬁA%Z*H
FH B

v
HiERBH o] HIFER PRAFEREE
JREBEERT O — iR A3 NG A B R 7 430h

X HELEREZESS r-—%EL:{%%‘é"%ﬂﬂﬁ%ﬂ@ﬁﬁ%%%%ﬁ%%E’J%ﬁ?ﬂ:%%J B 48
B EHEZASERREY  (EHSET . BOMNEFIE F B 52 unNsR 4t - Eig2 o5
Mt - EREREEN SN RHEARBEBENEETS -

X 1 EEE‘ AEOTIEIRE AR MRS HEPREE T SN Sis5T Ty . HEES

S NBMHEETY AR -

X J_Dﬂﬁnﬂﬂi%

1 REEBEMVEORITE ERE . BRBEERNZE B SRS e T By
RE)EmIlE - MENESEYI S TERIE YR L -

2. MNHBRMBEMG: "R, - Es-s45% SESRTERTIERE - BERBZES
BB ZENEEAS -

32

R




2, BEEBEEEuBRER

EF 2B A | v oep -
S (11008)
=i ;ﬂé% B s B
g =
¥ P 1 EEEE 118
rEFR (122006
wab | 745 T AR 18 B 2
RSB
I 192-1 3%
33053 !
wEE | ) L
PR | H B 7 4k ] R B A | B
RBEER
5% 55 g8
EDHE
o sz (40341 )
=5 | BT AERER
2 EEY
ou 105 g_ﬁ - . .
=T hitp://www. heal th. taichung.
gov, tw/

33



(73064 )

BETHH
Ewm | | Emnrenem
HEER
% 163 9
80276
B |- E if@ﬁa**)g&l:*nr
= = = 8o 5, HiE
Y \mees [0 i

B 132 5%

BERA (11561 )

Hith . \
) HMERE ETHERRR
Rh

MERE |17 161-2 5

http://www. fda. gov. tw

34




