e GER 1 8 £ S
WP TRERLES R4

: 108TFDA-A-T709
T108 2R ¥ 7 2 5138 EME L H | AT %P6 30 2 24 306 30 A
FEE

L
T §R

BEpRE ¢ 23K 108 # 06 % 19 p

s | R % O
= 2 %F‘ 40 54 L5
R (Fe— Hath) = A %t
i 1 |22 8p 3 R0 %48)
F
’;é 2 | MF®Rz (F)#
A3 | g s & L g
o

4 | BAFERE P D

SE = =

5 | FLAETI S S E R R R
i (FA205)
6 | MRPIAERPASTR
] O# & - .
IE—&[}'S DZ ?jg ’)ilﬂ: %ﬁé—ﬁ l:
Fhgs % %
IBEEEE
A6 s A Faix
%hEE GGFRE =)
&AL 2 J"Jfr:ri“ FRFEM 2 2
1 (ﬁ'ﬁﬁ">£;ﬁ %L**%,\?fml%a
J—F“-J*)\:z"p;bﬂq o

2 | ARG H

IR RRART GO TR (=R
Bioquell ~ 3M) ~ #ige ~ HE2F » 32 L 3F e
FEPE(FRY P E S RV HRESE
IR SRR NS
R N FEHEREA T )@%ﬁ g b
&R S *Lp’ﬁﬂQQ 2oNFhER
L:ﬁr-r'r"%ﬁz rﬁgri?\% °)
&ﬁ%ﬁ%1é§@@ﬁﬁﬁ%ﬁﬂ%
MR FRh&d PR T T
BrReE T oA RE AR R HFT

FEm T T A
W

4 PEE | F - ﬁ%%—Iﬁ%L\¢g#§Fﬁ§ =
r./i':T #@%Iﬁg;ﬁu_k]:&? 470 ’j’iﬁ
e RET 2 ApB Y 5 FH
sz (LB E - ~
g:% O*#& > RF: LA
% % ; 5 GirpL =)

Ry

ik 3o o 35 Ty o3

N il
o

%

o el (i - R BRFTHE T T I Ao SEBE



S A
AR S L ARTIIN S S B F 12 AR (SRR L [ 108TFDAAT00 5 #RBEE & 0 1108 & Ao # 4 eI sdshz |
B it AR TP i 2 A b AR ] 2 R WP 40T

LR X
_ HERP AR EP AP ER R AV ERBITL R OE

A

FRrH A (1T fEEAE ) % 7w % 33 52 ) o

e i N R Y- TR e EE- BWEE e LR R
FERE R LS ER 4RI NE AL el s Z AR N A
;’,ﬁb% «f 7:7 I‘i'q

;38 nf—Lﬁ,L\J('ﬁ‘\«VE’B{(‘ﬁ ML EM LRy -

b

@3 T2 5 30 5% 2B TR o gl K %1 &R
K

L‘391 FIMAFERP RF B L A ERMF LM REES
IE’_

¥
EOESE TP 3 fi? PR TR o B R '“#}»*ﬂﬁ* &
?ﬁ pi}%??—z 59 i % 1 Iﬁ“%ﬁﬁ-%*“ﬂ\}*r@s*"
12
> 59 1,;(—;}: ZIE;”‘T;FP_)\ r}]a A $ N L f;l]$ N /T‘ﬂ’
~»‘g_§; SES INEN
‘Fé{%?i‘-/f % 103 15 % 1 78 3 3R pE %5 (7 fmp
~E\‘ 5 L’f&?f‘?»’\‘/”\'fir@ fiﬁ‘r’ [ AR R
@ = web. pcc.gov. tw A p @ (@ 4Ea P
,a:bk??—«z- %‘v 103i5% 132 IR L RBRH

2
.

_m.
\*—»»

5|7 e (R oy

W

m(\x. ’453

[y e
ol ~

e

AR A
F-His g

N

g&?ﬁi?‘.ﬁ v Ii.f:l“&
GBS [ Y| #E -

,(\x

o

oA
-

A
o
i 1

i

PN
LRt
E“ﬁ":l k&
=
q_r‘m
SR
SR

N Sy
g

el

Fi
%

PN
G 2EH
<y

Sy N

T —

B0\
TS

[ R

sﬁ 1
Rl

Jr il

X
N~
¥

i

3 %J \’Uizz»:}» ]
fé"*‘v\&?ﬁ' n‘_i é &’r’é ' 3 FEZFEERA

-
"

Falemk « oo <
&

ol g
BnET

¥
%2‘:%:; ©

¥ ke

o™

-6

ot 3w %= |

- S P

A oy .

SJ‘I

Fa[ 53 B o vl - 1

.= =

£l mﬁv::*;v: 7
&

=
,
sl
3 N FHA(Y

Moot ¢ v
-k

oL
P
R

%m“ 2
7
; i -

=
o iE o (i

#
/L‘L
22
e

~
LIS

A
et
mk-a S

Bk
5
W
e 3
=
%m)«l‘-

"“
B P

| 1 b

A



http://www.moeaic.gov.tw/

d AR R R ERFLFERFZZ Y @
M L e %K%%%%ﬁﬂ%('l B a‘ﬁ%\’f%@)lmf’w%‘—«f('” M A
AR R RIS WA B R GZ r o  o iRpE BB 42

ﬁﬁwviﬂ%ﬂvﬁﬁﬁ%*%ﬁ PARPE S R PR T AR
Ty F AT AR d SRR LR T R LR 2 4R R
AR B RRATLEFRETRALSEERFLENLT > 0L SEERFP
R R L S e

A ESoRLE - ERES R RRESGRIEZE LGP E2 R
oot BRTE o TE RS H B S ARy AR R o

LHEBEERT (T LA RHRPBHERY EF )

|

%% 108TFDA-A-709
iRt b L F w2 AR *K?xé}%#?ﬁ%‘
TRt M e 11561 F&T e iE® B 161 2%

/

i

=B TR

P HEmE L RE Z%—%?? de R FE L 02-2787-T847 @ E
02-2653-1309
RRLTHRA g BT E e TR 02-2787-T727

E N O Rl A O i r108 ERFF L ERERFHE RN

JA\EE%‘:(PW}W}‘:LB—/F g‘ﬂ/\v}%;’i‘95$°
Aoy TR F A EHerz2 eopk 111561 %ﬂb—r‘ B R 161- 2‘%’{% % £
=y TR fii’é\"iﬁﬂ“giiﬂ’iﬁ‘%?ﬂlOSE 06 * 18 p 17 pF 00 4 .t

o

NN S T R

hEHHET (2Rt B2 EET T ER)
pHp P EXR ¥ 2 p



PERFHEET (N LA RBERPFERLE 2203 §F 23R4%)

-~ BHRF FH

= BEBRP R (R 2 AR R L)

2 RBRB A

E o~ FERPHEA B B

I~ PERBEFFERR- RRRFLE):

A FHBFERE G Rz RER T d R R B s H )

e
EERIME | imrgh & ,% T FHEEL G Y F LB el F
éﬁﬁ::}’\‘z\/"i *ﬂ]%’]-—iﬁfﬁ;ﬁ,r}&f'ﬂgﬁﬁ,‘?o
(Fo g2 & LFF L oh RER } 2 H B ARE P FRE)

S AETARPHBERE . HREFLARRR CR AT -

F AR (HRAKRF R TEAES)

&%&ﬁi B
=3 F ¥ 3 p

208

Mipr B RpE Y@ pded TRFR*F | -

THEBEAREN T (U T LA RRBMERY FFRERAE )

~ . Z9%Y(E% 44) 108TFDA-A-709

S Rt R RS 108 E A P LB AE FH 4
‘;:‘:(F’FJ}W;-—B_/F }W/\%*—’rﬁigbi:o

=~y B p A, pAel 108 & 12 % 15 p @ 2 S B (TR G2 B R
ﬁﬁiiﬁéﬁ*%éi’>ﬂuifﬁ?ﬁoﬂﬂiﬁ%ﬁ%ﬁiw
4
B
T 2y 3 | b |3 | &7 £ i) i =
] 3
ﬁ:f;i

(ot & gl HRF & B Rl - 5p A )
I~ B EIE Ao oo

M E T

pap e

Ly

A E a p



—-

BELZEREEZ T H=
(4 a‘%ﬁwﬁg)%ﬂfw?ﬁ‘—«f('” i A
TE ;fr'*/ﬂpé’:d %}gfﬁ'g '%}}*%\r’
;%ﬁﬁdmﬁ%%&ﬂﬁﬁﬁ%@ﬂ
* ;LJfﬂJﬁ}B i~ T K]TE N ;}rﬁl N %v]:ﬂl
ERE RS 4L St

ﬂ&@;iz»f_ %

)%ﬂ‘mﬁ$%£%w%%gg
%WCI%%%%Q%@ ﬁ
P i 00 kAR S

-

/

’J_’Ji'Q;_.o

Z g %1][\4—#‘_?7}317 15’3‘ <
TR

%ﬁﬂ*%ﬁ*
5 ?ELEB ,{i"{‘fxﬁ\ffl a3 ;\ﬁ;@_-ﬁi}z , 18

\\\Xr

LHEBEERT (T LA RHRPBHERY EF )

- ~ %% 108TFDA-A-709
C R LR 2 m?mﬁ%%#?ﬁ%

- 161-2 5L
02-2787-7847 & =

11561 & 4% & % %
CREFZIET e T

i

AR oy
I R A R A
02-2653-1309

=B TR

HAES R A A R TR e T 0 02-278T-T727

I~ T e LR rw8ﬁ§#“4#ﬁﬁﬁﬁﬂﬁﬁﬁ
_Jﬁﬁf\IWw§w75inwﬁ E O L

Aoy TR EH T2 11061 AT s EREABEFEIC-25RE R

= s TR AR fii’é‘iﬁﬂ“f\’l PER K108 & 06 7 18 p 17 FF 00 & o

o

N H @ E I Ao
hEHHET (2Rt B2 EET T ER)
pHp P EXR ¥ 2 p

(™ F)



PERFHEET (T LA RBERPFERE X203 § F 53R4%)

-~ BHRF FH

= BEBRP R (R 2 AR R L)

2 RBRB A

E o~ FERPHEA B B

I~ PERBEFFERR- RRRFLE):

A FHBFERE G Rz RER T d R R B s H )

e
EERIME | imrgh & ,% T FHEEL G Y F LB el F
Y e A E S ﬁ’—l%'%—ﬁﬂi""'fﬁd”ﬁ%’ﬁéi?"
(gﬁéﬁf#uﬂ”$$*u3¢#%* iR R E)

S AETARPHBERE . HREFLARRR CR AT -

F AR (HRAKRF R TEAES)

&%&ﬁi B
=3 F ¥ 3 p

208

Mipr B RpE Y@ pded TRFR*F | -

THEBEAREN T (U T LA RRBMERY FFRERAE )

~ . Z9%Y(E% 44) 108TFDA-A-709

Rt R RS 108 E A P L BRI fH 4
‘;:‘:(F’FJ}W;-—B_/F }W/\%*—’rﬁigbi:o

=~y B p A, pAel 108 & 12 % 15 p @ 2 S B (TR G2 B R
ﬁﬁiiﬁéﬁ*%éi’>ﬂuifﬁ?ﬁoﬂﬂiﬁ%ﬁ%ﬁiw
4
B
T 2y 3 | b |3 | &7 £ i) i =
] 3
ﬁ:f;i

(ot & gl HRF & B Rl - 5p A )
I~ B EIE Ao oo

M E T

pap e

Ly

A E a p



4
ﬂﬁ%ﬂﬁU%ﬁ ?
i$ﬁ@$Ti"i:§ .
SR RF DGR B R R L R R LR RN A TR SRR R

o digHvd RFE A FREFHTER -
S RFERE LA R AR B ] R R W RS IEEL BT 4
HEEFAET e N AFEP ERT
Z o TR R A ApEE (D BRTLIRIS (R E 2R
T eI Tl O S R
(5) & 1 (B)Ad A ar s (AR B ()@ » Bt (DAEBEE* 1 (10073 5 RBH P 2
W ETERET D GEP 2 SR ER P ) (D3 320 g p 2 1"1)’\3 &L‘.‘F‘iﬁﬁ (ZXp 2§
wH )
wos KR SA B (P B RE T ) ¢
CERA R F o AT MRARF
AR R B .
S ZHRELHRA LA
ABHFERIFZ A B L

14

(%%.: 108TFDA-A-709 > % #:T108 E R ¥ * A H M B % FEHZ L A HE 2 1 Fd Fov 2
il¢w§w/Wa£v’L%%ﬁ@ fenp )

P | e L H - RR AL i H i IE AT #ex

T108 & & ¥ * 4 P
BRIER R A A

1 v %

Po F-v 2 2§ ;Fig’, 3~ a

v AT E e

PERPRBELAD » AUBRFNEFE RS BEFLERE -
RFER(ERFURFABEBR D F 3 @7~ 5B v E )

“’f 7 7 - 2. - S S 7 . —_
gl B | HE | mE | HEF | B & @ i ~
i g
0 )

GEnERmF2 EFA%)

AR AHFACEIEE £ (T4 % 895,000 R E)E AR SR &
pﬂ aﬁ?¢W?m$%iéiﬁ%ﬁ1wﬁ’uv* Bodort 2 F 4 Hw £

T EW%%<—ij%,Jugxgggézgo
(*r,ﬂﬁl’? ]—J-' fb)fFlj 7]~ F"%é{:ﬁ l% Jﬁ _‘gi“%fr IR



T108 & R K P 4 BIBRBAEFH AT RS o 2 L0 F 0 Fd A
¥t
¥ A 47 4
G 1 o X 1

R
R ye r

oy
s
4y
~my
a0
E R
3
e

I LS R

(i

. BSAELISAK:it »
. 3’5 96 tests ° Kzl
. limit of detection <500 pg/mL -

N
fi

40

. & b 96 tests/je
CWeRIFRIE e 7 03~4
M’ ﬁ»n ng/mL -

. " ELISA R 2P| -

LV EE e

Lt

N RP(WDN -

06 tests/ 25 & 6 i ”

.z 8 tlgldg e

. ¥ % 3t ELISA #& P -

. B >9500 1o/ 1+% & 2l

. ELISA (50-200 ng control
antigen/well -

A WODNPEFPOLBAW

[

. & > 96 tests/ ke

wRlFERL > e 7 032~20
v 36 fxE A | ng/mL e

17k . " ELISA R 2P| -
7R e

G R -

!\J

06 tests/ i 2 4

et

6 °*

PO &~ W

. ¥ iRl 4 ¥ Standards at 0, 0.5, 2,
8, and 32ng/mL - ki 4 %
2. & AT AR <250pg/mL -

25 e Fed
i R

e

6B °”

=

L FRpRege » SuRANLAIF Pl SRAFRFERENRET LB

IHEERGFEREE
EReRERRR XEIRPF > FIPEAFPTLRE -




CEER ST
FAipfinae S ¥FH Y
L %*'% Y

B 108TFDA-A-709

*
F L TI08 &R F Y 2 MRS EA R S ) AT A PG i R 2

12 e

}wla\

PERF # P
7 ; - - .
: I SRS S & 7 s
"108 R ¥ AP
ede e SV R SN & N PSRV
1 hsE= 1 fry dov 2 FJ.’;F;EWT\ ¢ &
Y SR
&
AT ATER (74 # ¥ 0w mo B AE(R
¥ T A BRSRE Y R REEG s BB
b D [ £ 3 NEAER
FR G
A A ) _
i SN SR S A R st 3
R
EETNC SR .
Ak SN AN A I -
) LRGN
[ (f)é“')f%:w/ f - -
R 1* 3 * B * ¥
, LRGN
Fzoaor (F) B bl o .
AAR 0§ F B B K
AR ATE N (3 4R) i ¥ i B & ~E(R
AT i%
BoF A &%
L2
2z
e




o
i
-p:

o ,
2 BREE 2 3

ARFREFELRTNS SFF I RS TI8 2R ¥ * 2 S HBRBHE £H, A H

ES RN Y-
Fae
RNIZ A4 7
LirEFH

RT3

tPe R 2 2 Fe RO ArEE [R5
FAvB AR~ (TR F R

108TFDA-A—709] ’L’:f,%’}&—“ Fi I A
R REAAME

;_

L2 i

A M R S
iiﬁ'
f{ﬁﬂﬁp O LIRS S EE%%L‘W;%,}E\I% LL?F‘“'%*?'}‘#BFﬁ‘gi g
@%Twﬁgr%bgﬁi; AL
CHERF RS L FARNARERSE BT L LB &
A7 RS FEIRTER S AR LAFER A ERE
NI By SR O
CHERB ALY AN FERE PIRE BT DT AR 2
ELrmp 2, 2B PRITERE FUE L(FAEAEL) AFFE
FORNEHRERFPELF AR RN
R R 4 :édflvTj‘l_ :lﬁa ,ﬂxfﬂé%—,‘,ﬁs&;\!ﬁé;&;ﬁ,
R A S AL i%ﬁ B BERIE




A2
%

% % : 108TFDA-A-T09 BT LR

P LA F108 £ R ¥ * 2 HEHKERZE £ | A~ [ Po Fu 2 :LJ,'._-;%-E; Jou A4 FEEGIIRG)
e

AR AR08 %067 18 17T 00 &

RERFE AR 108 % 067° 19 P 14 pF 00 » 42

B E 243 3% B FEIN-2FER

2 EHTSsEEFEFFTRELFRE IK




