<
>
SN
o™~

~ i* ¥5L ¢ SOP/19

g4 pyc

2019 # 06 * 24 p




BEiTERE B L&

s SOPs 7 f SOPs 5% 4 %P g Bk p
U w3z s SOP/19/01.0 | 2014 06 * 10 p
2 | uBg s SOP/19/01.1 | 2014 & 11 % 27 B
3 |EuEa SOP/19/01.2 | 2014 & 12 % 19 p

4 | zEEE s | SOP/19/01.3 [2015# 09 ® 08

S | #¢ 2iEHiE 4 | SOP/19/01.4 | 2016 % 06 * 24 p

6 | ziEgeE s | SOP/19/01.5 [2016# 11 25 p

T |9 ziEHeE E | SOP/19/01.6 | 2017 # 06 * 26

8 B¢ 2 EE E | SOP/19/01.7 [ 2019 & 06 * 24 p

10




B i 2
(2= T 1SR RRPUSRPRRRRRON 2
I R e T 2
T A 2
T A R - S 3
T e o TR 3
S T et bbbttt 3
B = PP 3R B B R et 4
HHIE 2 HP P 3R 2 2 e 5

HHIE 2 PP 3R 2 B B & e 5



Resis A Gm G234 4F ¢ St SOP/19/01.7
HRTERR p g 2019/06/24

AR 2 Rk |6
1. B
ERFIVERGOELI AR AEORE] AR EFEAFLBRL AR

E 1
B /FEE'E%‘,L\—E"%‘ T 2 ARAbR 3 X FIIRE o

EANFIREFAERE (UTHAEFLE) FRLE2 AT FLEHFEAEL
Fridd o 2wy ERAPF 58510 hP- Ko

%ig%mpiﬁﬁjTﬂﬁii—ﬁ’ﬁﬁﬂﬂw~Qﬂn

"

R BaF B s TR

A2 l4pp  LFRFLHHE P L P PT R FHM

FEET AN - K A ERT AR BTSRRI
¢ 3 :

-~ ENEEFTHREE - % 2 AR e
S FIHEFARE AF AR B
CHRE SRR GEFRLERTEATR .

Ji

mb

"“Iﬂ

FIFEARFE 3 TR - H  FLERBEFAE DTS ATR 4P o
L AER 4 A B AT L

e

~ CBEmHEE AT

S FRFERSTENFLNE
EORERPFIHIEE LT

BEAP O @FUER AR EE N2 o



Resis A Gm G234 4F ¢ K SOP/19/01.7
HRTERR p g 2019/06/24
Bz EE BT # |6

3 B

30 FFayEdz
30 EBE RS AFARE ETEHF LF -
312 Y AP FrcE AR o

32 4 &
321 3aHY A KE
322 % F A EHY R ARP o

33 284
331 B AELE -
332 bR AD L

4. TEnFE
TR TYRY
411 FRPFSFWRAID P FL P Hom - B FFRAAIEIFAL E R
BAAET AR (i)
412 A4 AE L THI L L (g ) & TH P WA 2 2% | (SOP/10

) EPYFAY HFER- A H o

413 @Frcpenzik TH P R4 2 B4 (SOP/10 it ) a5 i
ARG AR RS AT o M TR R E L BAERFELR
Y X

414 Fregea e ThcE 7 A F 23 4F 0 %k SOP23 e 7 2% 2 (SAE)HF £ 2
2R PHEE o

415 Frepsa E Rk (36 0/ RFE/RFEE) ¥R EE o & SOP 27
RIFT Y R K R L TR PRI o

42 1 f %4
421 FrepAL FRALLERLAR R RRAT UG ACHPETHEEE
1% f e

422 FHEE A 12 BLIFAPA 2 2B ASE R WP WL F AL (22 )
FHEHOE LB R A 2 FHARD 3REFHRATFFTE o



DEFIERY FE- 7 FE N EY Yo% SOP/19/01.7

HRTERR p g 2019/06/24

B aERG “i% |6
43 7 % A AT

431 L AF AR -

44 s TR ITE

441 %73 AP BR(F TN AP - BTEP P ERSBLAP) NS

AL HGRLRF ALY D REP
442 FHBELT 4

443 #F A EARFLAERI LB FRHASERIN - B IFI P L

N 22} N ¥ 4 2m 44 o =
S EENT - S Fh ERURE KT F2EF L

34

(s

B i) 2 TRUIFT S BFALLLTAEA c FAHFARRLES

BRAB O MENBE RLEENY HFE -

444 2 HLELTZH AR 2202 AR 3 ST s LA 448

PERPERLAGA

s
I

BB

445 3h8% 5 TEFrph 252 P ATFELLFF A SOP &£ -

4.4.6 A3 AT H Y E L HR AL o ,;r«“;llﬁ A N i #EF&“?”\;}"
AERETRIYPERLARE > AERT LRI IFAY FHE L

FEPARAPZHE > B A RS HAER -

5. e
it - B Y AR M R PR
xﬁii_‘ b g A 8

xﬁ,’i}_ ﬁFﬂ§F%%§-%‘

¥ 4

Hs

7



1.

DEFIERY FE- 7 FE N EY Yo% SOP/19/01.7

HRTERR p g 2019/06/24

Y 2EHG R BEE |6

Wit - o B YRR MR

T R R 1.0

- P h A
-~ e
Z AR SR p ¥ 2 p

| )
1
pant

AL B

T RFER- EREIY L (& 7 P W) WY FHATHR( D )T

(] #pe sp2 2 (LA EREE L)
e @E)+aps
e & ?i%g&ﬁ%?&ié——gﬁj\

(FEMEPIERI- R deg 2% 5P RF D)
[] - P 2 S riedkz Bdlic GRE )

[]
|
=y

AR ﬁfﬁﬁ“ﬁn&i#ﬂm”p__%g’¥?%§%*ﬁﬁ$WW%$g’%—
m@%Pi L UGS R R AR

MKPELHL-Z3 R0 HRSRT S ARV LR LEGLRELAER)
MEDFL NP P HWABHD P D 2L FHILERLGHEREERRA)
X}gy)J-iP\ }" y & g—‘l-écﬁpﬂ_\gl-%%— \,{H;L"%/‘z. \»]’{—1‘: Aﬁ;: ,{ﬂ“?‘z‘\pki;fqur,ri ﬂ N

T AEE S FTENCE TR RARRLY R

PE S I
AFFAEI AL o PR AR AP TR EG e R BRI R A
L R e a t FE AR T ST RIES P PN LR
FA LSS o
B AR MR LY A4
wj ERARNGFRALR fmE o T

g wT 7o
3= 1 02-29393091 A # 66015

R BAHFTHREEELH ¢



Resis A Gm G234 4F ¢ K SOP/19/01.7
HRTERR p g 2019/06/24
Bz EE BT # |6

GRS LA

- ~ #% %% NCCU-REC-OOO-O00O

_:\;,]_%3’:&:

’

PR (P )

I

wapEpH E Y p~ E R

e IFL R F]
[(JlE&- & [R2x- 22 - %20k [ BIr%emyi 2

a

sl
’

Bo AR P

R 0 A S 2k R
\‘“~£$ﬁﬁﬁﬁﬂﬂ g~ &£ 8
TN T Ty SRR e S
L+ 7 2% #(adverseevents/AE) : 4 ;A=
Bcd * 2 % (serious adverse events/SAE) 1 4 ;A X

Fitfaut s p gy e

MRS R R s A e L A

S @M B R P e g 2 TR T

Lo AP RLEATEFEEFALI & 0 p & L%

Girp FrRR g PR L EREP $ 2 P0a8 )

FELFEAR b

gipH:_ & p




W:leékgkﬁpi%g%ﬁi A g

ik e 312

SOP/19/01.7

p

2019/06/24

6

We2iEgGh
Witz HYHELBE A

eELFhHE

E e
TE R
ERE AR X
1. %3 @& 24875 3 5 8y 7ot
2. 22HAFPEFRFLE
3. ferki¥diammd LT 4G
4, FFERGEFILTFF P EF 2 e
2HL
(k&34
O FREEFEFFE AT [J3 B2
(16?2
112 *
x ¥ d P(d Frep2 38 8)
f




