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(Ibrutinib)
Capsules
140mg

T'PCI-32765 (Ibrutinib) Capsules 140mg | & % 2% % 3z * # 5.
%t E (P4 %% PCYC-1141-CA)2 4 2 % ¢ %
AR RACEP > AR -

cF o PR IR CERRARERTETARS ) Y
2 BERTREREERT R AP RAR L2 E TR AP L
Amendment 3 » Date : 10 October 2022 -
S RPEE PR TIRIY CERREARRTEFALS
et E N F R L iR AR A2 LARR F 2 g
vl AR S B RRY R L R FE O B Siix A0
Pl FEAFHBAFCE BB OF BRI RER T
PRI ERRERKTEF LA ) 2 EE -

23 N 4
F—;‘

11

2021-
07-
001B

Semaglutide
Tablet 3mg

~ 7mg ~
14mg

Semaglutide Tablet 3mg ~ 7mg ~ 14mg | & & % % & * *}sﬂ%ﬁ%&
Wt (3 E %5 0 NN6535-4725)2 TRk wf o A
R RAICHRPE o FAER -

SoF PR TERY cESRERERITETARS | Y
2 BRIRhFRTE AR AR R E R
\ersion 9.0 » Date : 05 October 2022 -

o BEF PR T IR ERRRERTEFAES
%?éﬁﬁ%i’%ﬁﬁwwﬁﬁﬁzé*ﬁﬁ"&@ﬁ
@F’\ﬁﬁﬁiﬁ‘%ﬁ%%lﬁﬂﬁﬂ' ?'j— 2P P o SniE AN
Pk Fghy wBidRe o ﬁ-’-lf\% \1iﬁxﬁfﬁff"’§"‘ﬂﬁhaé r
SR ﬂw%wﬁ&ﬁﬁﬁé%ﬁﬁﬁjxﬁn

I~ FHBERTEIREEREFAGLEP AP RPF 2L F 4
BEAZ R » 93k 110 £ 6 7 25 p fFrd 8 F % 1101405846 51 i3
TEEFHABLE LR E IR RRR T2 ERE
RR ) PEE

—‘,L

) BN

’T7

12

i SE

2021-
10-
005B

ASP-1929
Intravenous
Infusion
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and accessories | A Sk E et #F IRk Fk E (R E N




5mg/mL »

ASP-1920-218)2 3+ % % R { ~ ATH#R Y w2 R FR L E R

Keytruda oK P AR R RACEP K SR EE R ER R
(Pembrolizu ¥ F L F R LA L > jamk -
mab) ZAMERF R EE AP ¥ Protocol
Injection Amendment 3 > Date : 15 August 2022 -
100mg/4mL/ = ~ &3k LATH B 2 F F < Rk fre L FlSRE% Y o
Vial » Y OSEERALFA G2 %E%§EW°
PI1T690.4- I~ A &,%‘ AR TR pf'ﬂz R omAp Hiorgid > iy
2500 Laser |fie & w0 if {Rfk AR 38 {7 o
and AN AFHRAFA BT LR ERPM AR Fr-"kﬂ“i"?r?%”ﬁ
accessories |[7v 4 2 B fiF 0 AMIFEL FEHITLRT T E G Kb BRAPM
ARz Ed FEAMERLIE R T FE AR
= ¥ o BALE o7 % 107 # 37 29 p ik § 3 ¥ 1071401881
B { AT AN T OBRBESRERRT AR 21 TRE -
Amphinex
(Fimaporfin)
Injection
26mg/mL, . . . . ) .
" 2020- omL/Nial : " Amphinex (Fimaporfin) Injection 26mg/mL, 2mL/Vial ; Gemita
f 06- Gemita (Gemcitabine HCL) 1.V. Lyophilized Injection 1000mg/Vial |, & % 5%
5 003B (Gemcitabine et BRI F%K T H (G E %5 f PCIA 203/18)7‘ L& P
U HCI) 1V, L ERFET ek AR R SR FELECE AR -
Lyophilized
Injection
1000mg/Vial
BR/¥FL(X5%)
' NH002 (Perflutren Lipid Microspheres) InjectableSuspension 2.5 -
510 ulkg | A BT o ¥ TRk id% 5 (G & %% NH002-
NHO02 LV)2. 2k8FL e % S AP RLA L o ¥ AIREERY Fy
(Perflutren APEAFPFLFVE TS TREFER L PsL ]
Lipid f%’ﬁ&£%Wﬂw?LE%° |
& |o019- |Microspher [~ | -7 Z L0 0PRSS ML LR S CCPR
2 |05-  [es) sar E# &” ;M;'T . . 8 s
4 |007B |Injectable ;F?ﬁﬁ%pm*'F*NmW”ﬂﬁuﬁwﬁm % 222t
igsrfegs"on B AR K A2 SEEL KA S ¢ Version L1 - 2022-07-
07 -
ke m#sas d 2P 1008 11 0 30 0 FDA %3

¥ 1110030694 55 30 7432 o

AN GREIARESF T LF BEFFTHE > FHRDFTERZ f




£ % 2 (SAE)A &) B f o UF L(SUSAR)
'ﬂzﬁ,\)"'%*i 7 »'L‘?\lb ’ }@%—}?*E% s 4p Fﬁg B

Eb
W FTNAAR A o

AC F@% }ﬂﬁgﬁ#rﬁ%ﬁ,Ufﬂu‘&%?&ﬁliﬂwﬁiﬁff%
. 2019- 701(Berber it %ﬁ%éﬂ?i‘ F 332 T AC-701 (Berberine) Gel 0.3% |, & 4 % %
i
& |02- ne) Gel ot BRIk Rk E (31 E %% 0 AC-701-ONC-002) 2. % { #
W |003B | oo RPANSERFLNEGREL R AR ER L AR
.07/0
" Nivolumab Solution for Injection 100mg/mL ~ Ipilimumab Solution
for Injection 5Smg/mL | & & % % e % # & Tok F%IT 2 (5 %5
1 CA209-816)2. % #FLd ¢ % > ¥ AIMF L H & - ¥ ATk
WP B AT ANPE L FVE ok TREER AP
wedd L AP B > AR -
S ARFEULER Y 26 p L FH LR Frez 4 GCP
FE AP AP e Bd o o
Z g HhEHRAL PG L pliba Y L% 4 H = (BICR)' &
#&s‘i’ Nivolumab “c it 5 Et’i%s‘a’ i :},%1? <% 1B 8 (? 4 cm) ~
I #p g8+ *» "f # A (N2) 24 |- b #e 5 i (NSCLC) % 22 4 2 & %
]" I:!" /r' -'—f‘ (EFS)£ }P\a/,:’biﬁ },@(DCR)—‘% ©°
T~ AP R K R BEFLRAPH L D FEKRA
. CA209816 Interim CSR » 3r £ p #p 23-Feb-2022 -
Nivolumab B e sk sk EA Ly
_ T CRPRAPRRBELS G FFRRERIZL tumor
Solution for . L ) . bt o
L progression - i 3 & 3# iz 4o 4% (primary endpoint) » % < fiﬁ—‘g
2017- |Injection
* 05 Loma/mL / 00118 » g% & 7% 5 Arm A (Nivolumab+Ipilimumab) » & ¥ 2 5%
- mg/m
o m % (EFS): 16 KT FEd Zc¥ % A (NGSTest) » b
015B |lIpilimumab _ S v
oy ) 5 B4R 8 (recurrence) & 5 % = B R ' (second primary) o
U Solution for . . " . v e D
Iniecti ANAENEPRHER 2L REK KL 0 A B 5 A Biomarker 2
njection oo . .
) R R LD RB L A A W 2 23 {240 47 IRB
5 mg/mL

NEE AP TAT E R Ff’—‘%%i/p o Az Emnifgsd
B2 BE EHRARBAFA G B e EE T 2]

L R R Y

SN MEDEP A rﬁo,ié.ﬂ“;‘ga?&z‘io%éa?ﬁ PRk A B
REDE G X e L 277 REAZRERECREDTF =

ARV BRAEFHEITF &8 NmEiEHRAR R HAp M &

Favd o R FEREYEF T &Fﬁiﬁ‘ﬁ ‘i -

NG M ARRF LB RETRUAME D RGARER P Y

EhHOFRALDRAFEFREIRB 2 4 ML Hw oo iz'tﬁiﬁ
FHPHETRLZEVREFIRBZ A g @M AR 47

F o

1~ FRE2ARNELFZ LF BEFFTHRL PP FTEFfK

¥ 2F 2 (SAE)R A F Y EE F 57 2 F B(SUSAR) » 225 £ 25




FNPEREERG > BB AN TR AT AR b s
"'BGJ398 (Infigratinib) Capsules 25mg ~ 100mg |, & & 5% % e * %
ST R E (R %% L QBGJ398-301)2 & wh M 0k sk e & o
BGJ398(Inf AFFEe wE o JRPAEF SFViR LSPE:)% 22 ELT ML B
i [P0 figratinip) [T R RARP R  Gra R -

p [ lcapsules | EEAEFLME GRTREHIEFE AT 2REH
g P4 gL | TR RS BE LR RIRLT R LI kR L
U ligomg |1 B RIPLR RRE R UE R

mos ¥ RFEF 2P % 107 £ 37 29 p ik @ 3 % 1071401881
R L ATA R T ER A RR TR LRERE - B
EFREEELZENMRAURE SRS o
" ARX788 Lyophilized Powder for IV Infusion 50 mg/Vial | & % 2%
Bt FRiphiR®kid (353 %% ¢ ACE-Breast-03)2 # 3 4 i
ARX7gg PR F AR A R 27 Sk PR R 2
g 12922\ vophilized | T WEELRID » GATAPE Gra -

b % ooderfor |° ¢ RS YR R 2
« 018B N Infusion | it e p A FELRBFRIBE S G 200 wE R B R
Y 50 mgvial FRAEREFE  BTFIFEREFT LF BLF

o~ ¥ RPEE AP %107 £ 30 29 p et & 3 % 1071401881
b LT R DO BRE AR TR LR L3
- RFREEETZEPRR UG EREFRL -
BEA(X2%)
ﬁ]‘“@]ﬁ‘ﬁﬂt‘ %F%é?iy?}iﬁpxlui ’Fﬁmp? }Eﬁ’krﬁod‘—?‘%/v}%?ﬁ}%%_@ » 4
—;ﬁzgg »"~€L4J}i \4 qé‘ﬂggdﬂmvd zl_l%qr FWLTTHFE“;*#FL
L-(4- T EAR L-(4-lOBor0nophenyI) alaninelnjection 25 mg/ml, 250 mL/bot
#2023 [10Boronoph|* T T2 RE R R L LAFIRGLE BB G -
- |01- [enyl) S g ERSALRIPOAL S o Gt g hE S
7% |EO1B |alaninelnjec LEBEAM . FEFRFITUF2RESL T LF U o
_ ; l‘!f&'—]‘ﬁ-}ﬁg&ﬁé o
tion 25
mgiml, 250 | 71 F AR 0 RAED GRS G AR A
mL/bot z ;/ShiMP%WIé M 'i"#‘ﬁri?g'% gr o Ed
SRR Y o
A fol e % ERETE Y ‘gi‘]g_s%‘,@g‘_‘:)gg;j}% X f;}of—;‘g‘?f} Ainkr o vz _—; HAEE
+ iﬁéé_é} EAF- 4l lﬁ\’ﬁ AN N e ;%—;g ¥ T g ibame 3 #ﬁ.zég
M |2023- L- (4- L- (4-10Boronophenyl ) alanine Injection 25 mg/ml, 250 mL/bot |
= o 10Boronoph|18 ¥g2 % » &Mk & » F &P EFHL 0 AR o
% |gozs ™™ S g EEA REFELARTIIPRLY S o G R i B E
alanine 2 A AR REAR EEFR > HTUEFELIAES A AR B
Injection 25 |3 # & > 12 f,i,]‘;%_:}}% LHEE o
mg/ml, 250 |= ~ &} & 52840 F ks iy o BEUSAR




mL/bot

£ PICISGMP # & 2 f > 2 Wit P » 2
EHAELE o

AN

’g N




5 L i YK i i &k

Carmuther 100
(Carmustine 100mg
» &R > TherDose | x i%#* 24 ¥ 6 &

Diffuse Large B-
cell Lymphoma | Z:§&/F #

A~ Bl 3
Pharma Private ¢ %pé e )
Limited % :3) v
Lysodren pA AT o s 29 5% adrenalcortical | -k 2
%33 E _
(Mitotane) PP SBH carcinoma e
NN < B~ b oag e | ZETRAk iR
Lysodren N A ST $e4 22 s =R TR Tk i

(Mitotane) PR 2B MFiS 4R B Z




“Witw 2019-07-052BC f## &R L %

FEPELLA

R ~ Eﬁ; ®’oA
PR 1 % u £ N £l 2R, B Al o
g ERN: /28 A L 1 R
IRB ¥%. | 2019-07-052BC
PR | FLIYMEE RPN e A RR GBS -r R
FEHRRF | EET A
m [NAI (no action indicated)] : iX 3 £ dEiepr 4 > GG T ¥ LM E
FliE% o
2+ % 3% | 0 [VAI (voluntary action indicated)] : ’ﬁ B g & o ;@L;Lg% LA
‘}"%_"?" ;9+)E'%‘Eiﬁ‘\*ii‘f % *Jﬂf’r%l‘*d' %o Eﬂﬂ?u%
’ﬁ‘xiﬁ/ —i%. o
o [OAI (official action indicated)] : 7 BcEsn 4 » F it o
£ R -
. R A A2 B RIRALEEY - B pEMAT 1 (2019-07-035AC) 2. B % 47 2
i B I AFET 20 N %42 748 5 Johns Hopkins University IRB
4 HWFF P E aII subjects gave informed consent % 452821 4, - Z £ 12 1
i
L f-
o |PIFEERER EORREMS  FLRF - (LRF] LR
EFICF Bt gRipdic Bl 5%)
K AERFREPES -7 2L - IR HR LI FApM > 2o 5ic 4 ¢ SOPO8 742
XodeERp A (7 k) [k o ik & € SOP34 2 SOP10 #7432 -

ER AP

B TP AL -



%t 1 2020-09-006BU F+ #* 4% 8L £
FEPRLLL
ESRE X %42 A
R Py ¥ - g RS
ERE - 2R
IRB 4#%. | 2020-09-006BU
iz ATEZOLIZUMAB & * TIRAGOLUMARB #p #&*t DURVALUMAB *#
G S S R S i I e e Sl A
BEM 2 R E - % 2 8 - B« 54 A e i2% (SKYSCRAPER-03)
FERF | B
m [NAI (no action indicated)] : iX 3 £ dEipr 4 > GG T ¥ LT E
FlEx o
w3 2% | o[VA (voluntary action indicated)] : ’ﬁ BEmi g ifFLnd
rHovrRisEREALA **iﬁ SEIRIRFRETFH ALV LS
’ﬁ‘xiﬁ/ —i%. °
o [OAI (official action indicated)) : 7 FeEsn 2 - F i€ o
ZER-:
. PR~ £3E 14 > & SAE BT -
E
& LR
B 10 A e Jed A >z 1A o
R AR LE
* LR
)
KAPERFRETET 7 YR - ZFFRLF IAAM Y 2 5tk k ¢ SOP08 7T
K AviE R TR ER (P k) (¥ ek ik~ ¢ SOP34 £ SOP10 %12 -

FERAFAP Y

B TP AL -



