: ¥k
JtE— PRAFF IR

Rt RARLEhERE &

ik 115021 2467 & i B AT R ik — B 1304

1093,
A LB A
T T i
&b ¥ B B 45— 10558448 29 € F# 4 * joannajiang@fda.gov.tw

XXEGATRBREMAERENS

BB PERBRII4EI2A158
B F9  FDAR 5 $1141602020%

R

s

% EBIREEMN SARERIIR ¢

M4k -

x5

ER

= R Aoy

CREARFZNAE1IA258 B T4 E B2REREHER
%

B EE W aR ) REKID 0 HER -

n

g

SHERTARBHIENENG  PRERAERBHHENEL G2 AN
G LhTRRBHMEALELE  MATEREHTLEREAS - E T B
BHUEAEAG £ v WRRBHMERAEL®  PBREREHBERE R
G ARMERBHBEREAT BATEABHAERNENG - chTAR
TERBHMERNELG  SOTRRBHMERNENG - DATRREHE %
FEXE 6 ALERBHMERNENGHOT - BRAMBAEHBEER L2
o BETEBTEREHTEREAG M ORANARERREHE 1R
BACE r ~ & TFHBHFE AR B G © &b A AR E
A RBEATERABRERLHOBES P ERANREH LR LA
SEBEET  SHENBEUEAELHOT - HTHRETERNEA & -
SHTHRENERELNE SATHRBNENENS  RATHREFER
KOG ST THREMERENG  BAMBBERERN LN - Bt
BUERENG - PERRBRERAD S - HERETEREAS - 5T R
GMEF LN - &M ERBRET LR E NGO+ & F THSREH LR
ENG BATHRBETEREAE S MAHBRREHRINE  ALHBA
EAMAEERRG G PERAABHERNELO2ABOG - S TRES
ERENG METREWEAYRC S P TRBHERNELNE - 2HTHRS
MEREM  BETRETERERC  HATRETERNEL 4 - &840
ERABIERENE  SHERBULHERAELGHOE - S BHEEH P
THAME  SMANELERME  PERBLANENG  PERBLET
FOG - SMARBEARRRDG G HARREEEDE  EHEAHE -
BN E MR G BT E AT G ST BRI BRI E  SHE
RRAAEE  BANIER B RBIENE-_MEREE 4 BRALR

1R A2R




B

HWMZBEHMAMNZEARETES - §EMRZEAEHR2LERENT - BEMER
BHEBEeHIMALACETES BREMZARNZBRCTIMZEAEEES
MEEALB ZEREERTO(EL)  MEAKALE T EMRER T O(HHE)
MEEALRB T ERMBER T O MEEALEE LRAEBE T FEHEAR
BLEmT o s MEBABBR I ERMERT S - MEEAZERTARRER
AR P REEAFTEERERWE - HEZALA DB TS - %
BHEHOBERENEHA G  shTEuoRERELNE M TieEohm ¥
BRlE¥rg METHHEOPEREA T -SSP TREOHERLENE - & TR
HOBERENG - ShTEEOHERENG - SHMRELOHERELNE
EHBERORERENT S THEEOHERENG SHETHTETE
RENG SHBERRBRZEN G  CHEVBERMEN G L THRERER
ENe GHUBEITERENG  PEREOBEREFRERNENG - FPERAS
UBERENELRAMAT S EBERERE AT PERRMEM
HWEARWE PERBEEEZRRW G LT EHEREHERENG - 68 %
AT BN e s PEANBELIRZMEG PERBESEBZXAVERE NS
2EBAET  PERBAMBEL2IR22 ¢ - SBBTSEAEBAL e LT A
HAEEBREY SERERETNEELAOME ST ETHBERELNS - P&
REE MK G - MEEATRTERES - G REETARBRRESL R
RWE  6BBME2WE  MEFATERBAZ T NARERE LHRW®E
G AEEAGEEREEWE - SHRYREELRRN G - S BAREE

FREWe

F2R #2R



%i%ﬂ%%m%%&ﬁ%
114 FEF2REBRBHERREEEBITD €35
TR L% |

£ Ml 114411 258 (B#=) T4 28
3, %3$%$NSA%§

x JE Bk ﬂ&kﬁ%ﬁ&%?ﬁ%(?i*%ﬁ&iﬁ)
HREAR HAFIE

F o EREHE (%)

A EZERAAREY (X8 HBA BRI ELTE)

BB LBERBHBRATES SRR L

* AW I FARAEZBTHEMBIREN -

s N ERMMEY
STHLEBREMERAL  THERE | PE% S —F
BARFE (REMFEABL > EHRELTINERANZES
BERERBAEHFGRE) - [EREBHE - S WL LBAEH
BEEHE]

c AEER :
ﬁ%%ﬁ%ﬁm&%&i%#ﬁ%%ﬁﬁmaJﬁ1fﬁﬁ¢
Gus "HERE (EAHTHE Aftee > BBTRELEER
FAH > R R B4R o

BAY EABANARERBMAGTHE A ANRL
° R I FWwAEZETHEBMEN o

A R TERBHA RSB TE, REETR
* WA FwARAEFTEBMEN -
© A RIRPIRER




EREERLE ﬁ”’%z%mﬁﬁﬁﬂf%ﬁ%a$f
BRRHNLEHFH? [6BBRTHEEERT]

" 3E R E @ﬁr—#ﬁ f’ A5 3RA2 > 12 B AT AL 2 F 48 k2 48 Bl
WERREGR ) HETHEHNY ANRBLERF gy ST
o DAL ERBRRTER - [GFTTERSHBRRAXL
%]

c AEEE -

i

HEBBE AR ANMABTEWER T NHER B MAH
SERZ koo AR B R ERGER —RER T EA A

B BB ERT S A A EREREZ R AR HE ML

zymﬁﬁ<AﬁL&%%%u%mxn@hz%ﬁo
AEZRIEERZHE WA B YU ERHEM ALE T #S
RGN | SRR TR W EE WA B LIEM o

B4 RBERBHERBCE R4 A KRBITHME - FH

4 # AWM Z BRI Rl BARKRBART

e 3RBP : U%i{n]}f\%'—)ﬂ‘é@ﬁaﬁé& A5k o
e NBEIRM AR

(W

2,

W EFEEARAIMS  AREELETERNXB R 7T H&
FuEEE? [6RTFHBEHRAEIARLXBZHE]
ﬁ”r%%mﬁ#%%Jz%#%ﬁ%m%@'£EMH
He 2R 5 %ﬁl*%&xﬁﬁ%%&@fwa&%%a%
WEERS EXAEVABTREE REAE - -HAE
k¥HFE Hzﬁ@%@[“%é%ﬁ%#ﬁ?ﬂ%“ﬁm
4%

e AEZER -

1.
2.

P A A5 AR 2 AR SR 8 0 SUHE TSR > AR T ALk o
st kT LR ARAY F TR ZARGI R AT
X TATIE -



B S BRASHIATEBARCY BisE(PCceP)i > P

AEABBREZER

* A L FARETHEBAREN -
* N EITEFE

1.

& B 50 BB BUE (sensitivity) ~ 45 B M (specificity) £ € 2 £
HEP RGARBERRBRER I ERERBEO L H
FRUEBERMFE A ETHEY P RAET AR [484
HERBEHELY €]

PCCP I EXME AR ERBE? ZHRIEF S HITES
REGHRBRREBRLEE MBEFTHELIFGRE ? 23
ToRMENS? [6BAEBRARERY &)

* FEFER

1.

PCCP #IE X B MANAIEEEREM » X "B
(BPRAERSF > R R £) A% R RA > APTEHANEK
%;zém/ﬁ#zkzﬁ;%m&&%ﬁ R AR AR AT B 4R AL
ZERRESHME G A RIS £ 0N RE
b AR R BATIRE RAD AR B B R G F O RIE
HEPRRZABRER T 5 BRE L F AT ERAT
R S N R |
PCCP N & B B 3e My AL B S B AR BB > B 28 [ R A Jr%ﬁh"
WREBITEN HREEZRTBFTRBERG R T EHIT (hosk:
BRI IR 2 IR TEFOBE @i@mézﬁ
BE) BIFEHBITHEBNERIPLEES » 2 E2HT
%ﬁ%%ﬁﬁﬁ%ﬂﬁAmﬁL%é%mﬁxﬁaé o bl

EehSHAI R LB R EMHBREG BN HILE PR
ﬁ’%WA“i%ﬂ@§Ex$$%%% WEEHLET
Kg"j‘}ﬁﬁ 61‘%%19?6\«%&

-

-

B RHM TERERFTEAMMRBETHE

C W AR TEBREH -




s M ERM AR ,
2 T BRBEHFTEERERTFE ) TUTLBMY Y
ot | AR [6RBRATHEEERT]

c XEERE -
B — BT SR B M TS R R T N R

BAT

« WA :

A

« WA :

E—40BERBHFALEABRABEEFR
FloRAF THEEREM

# AR 40 2> IR BIE & F R
o KBTI H -

o AR BRES

1. #H¥ RO E & (5 A MWO -~ MPL 3R ) 483 B AR
BEABAREHE(THRELHE) EREOHESR EH S
BRARMBMEGCEA ZERBLEERME K RMEAR
HEE HERBAEICBY MEMPFRARIFRLS
LR BRABEERT2 3EAARMMR BoffRE? [
BIHBHRAEIAARXIER ]

2. BRMAIZEFI(CCCCode) B R BEMIFTERAHERL £
%iﬁﬁngﬁﬂﬁq/&ﬁﬂﬁ/g}g‘i‘z 2R — B (4o F oy kB R
MAZHR)  BHRREFAMHE KRS EILKRANA

BarEMzHERD - [SRTERSHBEREAT]

e AEERE
1. ABE2EFHRMWO-MPL 2 Z L EHEEEROBA
FZ By RAEIRE LAY HIERTAEmA B RE

ﬁ%A(W$%F% LM B REE O ZXEA ) BAT
o ¥ FNAREMEBE 5 F R R Ok &R B IE K
%ﬁﬁ*&%k¢’ﬁi% BEAE S AEHHEEF R
39 WIEIE BAREEIR DR E M S o BAEHEHRA
BAEMERKE FEEEZROUMAERZLEN

4



2. AEOBHERA CHERMI AR S HEEREEME
HEMAR ey e apied 2NNk E L
AEBNBHREMBRREHOT THRERA RES T5:8
RATZ S R B E MBI R F TR o

2 MHEREHH
FLE " BEBK"E—XAT FALBREN BB BH
CREFEM: EBEBEREABRBHIERENS
* AFERE :
1. ERAGTUBREMZIE  BRERESRAZT THmE
ERBEAAE > GRREFME TE— X % | E4ELER
o RGBS HESERES ASIEBBEREMERE
2. A E P A READETR X LIRS B et R AR Sk
THIZ X R BARRFBREHGTERLELEZ
B Bb 3R o

F2%: BHMAREZIELE TR CAS
*REEM:EBLELANHE  SHARERARTEN G
s REHE : ' |
1. Bib & oh & B BIAZ R B2 7T 354 2 2 8 3% B 3] K B
BFH > AESRTEEFTRERELRE E A b
B NRBARE - @ kT ZWE Z) 0 4o madein B3
LU 3R 38 B
2. HEHFHMEEMMEREZES > RALSAERETZ
RAZ(BEB CEONEBERF T SR AHEZ TR
AMREO AR B ZRARABETH K EREAE BRI
}\ o
3. FERAEEZFUHTHERERAGREG B R B
BB el ERECKBMGERIYE  BELw
R EL WBIERAE R BEFETHEBAT I UH

5




RNE VB ik B AR o

EI3Z . BREMTFTHRULASFHECERBERE  HET
45 787 B P

s WEHAL: A%%ﬁ%&ﬁ&%&%?

c XAEER

1 REBBHREMEEERIBEAETRU BREHEHER
BRI RATREOE  BRSE 134565 2 BRE 25
W& 1 AR BRACKRBHEAE  FIRTIFAR -
fe s b ¥ W NS & T FI8E > RAELR 3T
WHTH AR R E 2 LR L -

2. AR BEHEMS > BAAE L LA RE N AFEENE
RATHAE SR » TR A BHET ~ J(T)EEHK
A RS R RAZM B Rz Hig ?Azé%ﬁ
BPARAZ BAZ T3 bt o H Bk B AR Y P AT /i
AL ELMEEHW  THEETELRE - ZH&
T LALE BT HA o

BAa% F4BEABHEBGLAZBHEBATHFNRATA

s REEM : ¢BARERMABERD T
c AEER |
1. AMBMEAES > KRB RIERME -
2. AZBHBBIMEE —FEBRERBVLRBHKFEB THMA
% BRI — SRR R TAITH

%5 K xERNS w£w§&%1$§$mm¢iﬁ%§mﬁ
B2 RERARZER

s REEM G TREOHERELNT

s REFERE : ALRAZTH RIS > BRAFFERBTA

M2 AR LI WBEBEEREAR—BRZIEL 0 AFRA

6




Tﬁmﬂﬁﬁiz%ﬁ%uﬁi¢x%%im%Eﬁmg(ﬁ
MR TERZANE ) BIBRIE B &

B F: P ABREHETES  ZAUREEH Wi/ ERY

BIRAAEENRERTERLHB L 4 %X 4(QSD)Z #]
B AR 8 '_
cREFM I QGITEEOBLERAENE
* AEER :
1 #Hit ¥ QSD 2 37 LI 4o 61,4 (sterile) » 78 3 He it & 41
B B2 QSD 2, 1SO 13485 2&BH x4 o
2. PATHM - HE - B2 B ERBE LR 8w e,
RITEREFTREASL PRI SO DAL 452

WA XA o
3. AWM TR 2R EF 4T BB EMEE ST A
# 615 o

4. QSD AZBEMN K » ARIEE SN F BT R IAT A £ U
B MRBESBATRAMMIEEER > B QSD 4% F 4R E
VE¥Z T o

° N EIFEEM :
L 9B EAESTFTES B ®e (o BiwpT) m
WIS F o E) (oA ) B QSD > 3 &ikiRiB 4
FE BB ERLCHE LR FDA RERBE AT - FE L F
S T2 QSD £R - [GATERBHBLRAEAE])

2. BINAKRIE(OEM)2 B E A EERBREHS REL IR
BRAFORKE DRSS BlofToEEaMs? [eMBR
BRERBMITERENA®]

3. AERA NEFBAZERFE > A B R PR —
MG RS BRHEHA LT BMH QSD 2 HiksT4 [Aﬁﬁ
BHOBRERELE])

* REER :




1. 284N BTHEERERNBRBEERERZERS
MBS E o SRR AR EE - LJARIT QSD -

). EEFMAERALBRBMAKRZEHRF AL RIS
RRpEnEe EXALEL TERSE CAGEREMY
e RIB HR BREH  HERARIFQMS c w2 B2
TAEESNGY AR ARE R HAGER LT TE > UEER
A@EAEEAREERIM AT -

3. HRBEREMEEAERY S ESHSHERE w3
GESAMEREE Y R ER > BT TE—RER
2 Thsse I ERABEREREERRES>ITHE

7R EFILEMARRTTSRITEAFTHRA —RNR
BBE > BMX—RBPEER?
c REEM G TREOHERELNT
c REER
1. BATETALEMHAKTH LIV -
AT RELT L L AACES L VEAC LS £
Zybh R WL AR )% LA ETRFE R e R [
3%) dzdn o BIEEPTH o § EFTEFEAM o

23 £ #TEREz YR ELETNASO0)(PIRE » WA (O
M BE AWML BERAITERET?
s REFEM : G BARERHARBRID T
e AEEMRE |
1. X9 aRAaE FFRELEZERBONPIRKX
MEBEHEZEAY  E@RAZERER HTREE
B o
2. BBEF RGP HTHLSELAEEBERO)(P)EX
F(0)Z 3 (LA H Mk BRE" BREMFTE
MBARGREERRERN | F BEMEAO TR E T HE

8




KoM AT R g b S A RA)  PEFTRER
A Aw PP R BOR 0 B PR B P38 R SR (O) & (P) 2 B
HAREE & RIE R FIH(0) 2 -

B EBRRH

REFA: AEEAERBAERMBHELRRAD &

ke

WP EMAEARABRIFEREHRBE FEREHTHER S
M RE R B R BEHFTERENERAT S SR ALE
BREERFEREXRE ZHREZNEBT SWHIE - ik
RGBT ARSE] o

FEEE

L TEMBLEIFDBBREH  FOBBEEHTALELNE

(BREMEEE) Ao

2. RIFTEAMX S BBIRE BB EM 2 RARBEITER

BRTFRATA $— SRR B SR BB EH (19 18)
IR E  MIRELAEHBEREM B EL > B

CRAHRFTEFRABREH N E N L RBEFE -
- AFHMEM AT TS EXBH N YA EE

o (BB HRBEM) Ex BB o HHRBE S aEkiE
MR AFHERUEWRTHERER LML L2
5 BB HETAIRELETRERETE > ULER T
TR GRS

REFM: eMABERBRAHLY &

R RAER
AREGFFAL —FBREMME (RBE) X2 MAH K

PER SRR | AR B AT 2
AEER:
L MAXHSRSEEM > OOMRNRBARREEE -5




T EBaAHY _FHACTA T RBREAFERNF
ﬁﬂ%%Ji%%ﬁﬁ@ﬁﬁﬁﬁﬁﬁ%¢°

2. HHBHEBHEEITNY  AZRBRFEARAEATATE
T2 E1E > kARBFHERE R REE T T XHIRA
LAF) 3 L R FRGEAE e

18 ~ ﬁ?(T%4%m )

* o 2% 15 B # 7 K E w4 (http://www.fda.gov.tw)> ¥ 7 & & >E &
BH-RHHETHR -

10



WA BN AL By ER
u4$&%2k%%%#%ﬁ&%ﬂﬁﬁﬁ&?i

|

C EEohEs  RE F208 T
ER BB BMHAESA
~HEBMBR AR

B

ZaE

~@%ﬁm:tm¢41ﬂzsap;)T¢z%_

BAFEE (RERM

FE R IEA )

: P A% A %4
;ﬁg;w s |mant [ g g g
iJi;;%é ey iy | L
lgzkﬁﬁﬂ&%ﬁ BE | e ﬁ%@ﬁﬁ

Vfé%i%é%%&%?vﬁ%% o iﬁ%ﬁ%

%%%&%m@ FEARK | ®5T ';»J@’«‘%é%i“

ERAR T4 | @%4&% R 4T ,;%% g%%‘%
nanpsames |FEER|mhs ST AH




B fu A% 4 R4
9 :i&iffwﬁ2¥ HEE R T @ﬁ%)j(
10 ;‘ig@%)@ BT K P ﬂ@i?% X /’\Q@U
. Meal HBER  wpr | e E
. Zig%%%ﬁﬁ%@ k| P B g
Gl at B
13 ﬁﬁ;g% @%K% BRAR R Z?\Sév%),\
14 ;EZ;%% BHERE | ppmy | et ;&%ﬁ;@/))&/
15 zag ERBHIER | oowe | / /Ml
i fgem%}é« SHBER | ow | eam :/jgé;%_
XEHE | BRE %@ éf
wE | GRW /ﬁﬁ?@ﬁ
EERR | FWH 75~ ’4';;{7
rezg | iy |)




B4 A o %4
2| PEREURERIE | HxR | BER | P F
'Q%WE%Kﬁﬁﬁﬂ s | ene | 2B 2
3}
wa N b 2 /,:Z i3 g~
e /; TREMEAES | wn | & #.5
2 ;W% PHEARS | eRma | Hre % )
d
R A 3 A RN
25 hEE JE 5 v /j L
N e Bhw )w% \
e | HEEATE BB | bl o
26 8| £4E Bl %2 ~
- | RERFEMBRRE PO V& *RE @% "iz
| HEEALB B |
27 . Ué '\\3)7) A
| BRE RS | /f/szﬁ
| MEEARRI M | 107 7
28 SRR | a1 (4L
X ﬁ ‘#7 AN - >
R AT B | @@a %,
29 40 & Blorwg |
S ERte gl e
B bR g sTaa | v th
Blak | kW Iq % ; %\
Mok | R ﬂ%%%@%
e
wek | mms | (000 i




AR

1

BRI

B A A
ociieniiaill e LLLBRLY
igﬁﬁmm%%ﬁ% 25 wxE | AL
4 RE RS R I & o S 7%

& TR A S

BEMEERREN | EFR 7=

. |

ig%%&%%ﬁﬂ? e ol ﬁﬁwﬁif

s - ‘ . >

P g e
R | P o

R PR el o

| A
;j&&%%ﬁ%ﬁﬁ% %ﬁié pon /éf\_,\\
HEEARBIAER | yngn | 4wk Gt




&

FHIEE

B BAs Iy %4
W3k kA B T g2 b 3 ' -
@-“é BT Ri)s R 3 AE - B éﬁ%
LR E M TR bl
b i K1 )\@7{\{




P

B LB S Ly T

| 0"
P @»%\%N&’a’\

i
I




%iiéﬁlﬁﬁﬁ‘m%%%ﬂ%
14 FER2 RBBRBMERBERBEBHDE S
| wE B
— *ﬁB%Faﬂ 114511 4258 (=) FF 28
= @IS AE F208 ik E
ECERBBEMACHAE SAREE (REEHEHIL)
W HEERAAR

| Fs’ﬁ{%#iviE ¥ | %\Zﬁ/%{

BiesE | 2w b4 % g/g
HE | e ﬁj&{% %ﬁ
F& = o) {}/3}@ )/l\

A RA = L
oy L% & - %Vﬁgi{éF
o :

BRBEMAHSE
| )/
; IRES NP <
R | ««%L\yy i;j/
: 4/

AR | e %@U@
BEER | Hokm f@\(ég

BEFEE | LmA >2

R R

B
pemeny | WERE | g | 4l e Y







