HEEEFEE 708 =

20194 98 9 H
mow OHE kR
H A SIS MRS A
(HRENEE)

R 0 SR A B ORFRER GEEE) 1OWT

ERIZDOWT, BEENBEEE - EEHEREELETEHEELD, WK
DEBDEKNHOELEDT, BREMBEAZICEHALFEAS L BENNE
LET, ’



ERAE I 0906 5 2 &
S Ffc e 9 H 6 H

HAREHKESAS 2k K

S AESEEESR - AEHEREXRLEEEHE iy !Dﬂﬂ%:
EAEBEEE - AR DERA A ShEn
B RUS

EI DL BEEEHEORITHER (BHE) 12onT

=Rz ST, BIRELOEBY ., FEERFBREETEH (F) ERTI0E
MLI-DT, EELBE~DREMGFHEEREV -,



,

AT 0006 5 1 &
ST E 9 A 6 R

BEENREETER (R) & B

BB - A RS E AR
(& B & B )

I

EI A OB EERESEOMTNER (BEE) 12T

R C. EHRERS - ERES BAERSAN Y BATRICER
T, ZOBRRERET B, [TAAEHER) 5T 2014 (2646 A 24 .
HRIRBILE) RO BRIy 7r— V8] (FE2646 H 17 REAFEERY £
EW) BRI, TERTEEREREORITMHERICOVWT) (Fk 27T F4 A 10
FITEEFEZR 0401 F 6 FEAFBEEREMRNEELTERREH) . EXKHD
T EEREFHEORITHER BE_E) oW T) (Frk28410A8 3 HfHTEE
AFEZ 1003 F1 BEEEFBEER - AFEAREENEBEFTEREBM |\ &
ELOERITEEREHECRITHER B=E) Ko\ Tl (Prk2941085H
FHTERAZKSEY) 1005 55 1 REAFBEER - AEFLERERLEEETHREREM)
EO TEESOERTEETREFEORITHERE (BME) 12onWTl  (FrE 30 £
9 B 7 BFHTERARKES 0907 8 1 BEAFBEER AEFHAREERNEEETER
B D&Y, Yk 27T £FEX Y, ERRTEEREHEZRITHICERLE L,

REED, BERIZONWT, TROLBYRITHICERITEEREREL EMHT
5 &L LETDOT, Eﬁ?%%%ﬁuﬁbfﬂﬂ@Wi?

. FC

1. FIEOCBESE

CINET, EATHAR IV T THERNTIRAR I TWARWVWARARE - #
JEH BRI T D7), MIMATBUE A AERRERESEEHEE (OIT Ty &
W, ) DEEBOHEEBZBELTCEEIMOERENS L2 HIT. ERENLOD
EYIESXx, BERLEOVKEMEZEE L7 L THRARE - BN EOBRRES S
BUTINDDEMITEDTE T,

S, TOEZPFEICHLED, BECHATREROEERZREL B #E
THIEEZBEL, ARTEEEEHE T IREE] Lnwd, ) LT, R
HEMOBRMN O —EDEH LR TEBM2HESE (UUT IHE&hB &0
9. ) EEEL., BEARIKRLMEHR - BEICBTA2EBENZTBVORE LT
Bl lbic, BEERERBEEORT a—NTRo> TESERD LA 8ER
HZEETHZECARBBHBIERABICRET 220 ORIER+aI
5L T, BERHPAERERLEEZRTLOTHB,

ZDEIETE. ARICERRE CENHIEEREBEICR LT, KAl UTEE

ARELARDERBFICLY, BOTEVWEDERPFENIEERLEET



BB, i, ABETIE, DA BEES-RT— UT fayv=pd
.JJk%5o)%Eﬁbf\EE%@%&@PWA%@%%&@@%%%M?%&
R AESETELBE U CHBRORE(LEFREL L, LRI RS TR %
iD%mJﬁ%ﬁ%b mc@%%ﬁ@ﬁ% T3 rET, EEYEZ 6 »
Bif@%f% L% AT, |

2. BEDCEM
BEZZITHEEMIL, U—F@‘I’D@T’\T@gﬁ:%ﬁt? Eo

(1) BEEHEL . IBEROEHME |
BRI E LT, BARKLERIFEABFCTHAZ L. BEARBE LR CIER
%#T%of%%%ﬁ%&?éﬁ%«@ﬁﬁﬁ@@ff&é &L X, iﬁ
m&%%%é/XTA%%meé b

(2) BEEH2  ASKRBOERKE
HT®W?M#@ﬁ$=M%?6%®T%5 =
EMICEXRREERLIEERRRB |
ARIBEEN R R ERETESEEERRIE) 2L TV RS

(3) BEEMHS  NEEBICE BB CHV A |
BEAREAGE LRV, 2 U< I3EFOHRERETREC R TEDEOKIE
REERRAEND, XiE LWRAMOR ERRAENE 2 L

(4) HBEEM4 : HRITERT CRAATRYBEE - BETLER - £H
AARICBIT2EHRARTERL. ﬁﬁh%%ﬁfﬁxfﬂ%$ sxn5 ([H
EFELED) TENPLOTHY, RBPHTCEXIEHMEzALTVWDI L, 22
B. .V‘J'CO)E%\T%#%%L_@A/'Cb\é ki))ﬁmufg 5%1‘—@@%‘:%%‘—:“!?_5
BEETHAZENEELL, - '
First In Human (FIH) RERBBATITOIIZH D
Proof Of Concept (POC) FRERNS B AR TITONZHD
Fr, ERIEYE s TarN=F B ERERLELRIEELEZRFTD
BEAIE, YUSZWES LT LU CARBE CX 3644 (it oFEEAH Z =
T, ) BELTWAZ L, 2B, HEREORIC, HX 1 OFEFHOML
DERETHZ L,

3. HMEDFH

(1) HABEE~DEERE ‘
ﬁ%nnﬁ’\@?ﬁﬁ%ﬁg'ﬂ_é SEML BT OWT, £FfimeE 10 A
1a~u529H®A%@%%W*#5®T FrESBMICER 1 GERITEE
BESEMSEREEERES) GURRUBRER2ED. ) ITLVEEFH
BEZK - E%@EEE%W%EME%(uTFE%m%EAE%Jawoc)
CHRERBE TS L, Lk, EER (ER1E. ﬂ$4$)&0%%ﬁ
ARTEEIESICIVRHTA ., (FFxE 1l B 29 Ez%)



HEDEE

T100-8916 HRFEETREAREMNE1—2-—-2

 BEAEVBEEER AEHFERERLEBEEETHR
SERRTEERERIERESE T

(2) e7y o7
(1) ICEVEHBEEINEZSHRBIZOWT, $FixeE 11 B4B~5Ffn241A
17 BE TR ERCERLEETHERBICRBO LTV VI3 EHT S, 7V
IR 1 RO ORWERHCESEERT S, ©7 V) 7 THEEBOEE
ZEDITREDH > LBAITIT, ZOB/TRITIE LD Z &,

(3) FlRrERE .
AEOFEITTIIREERRRLITONSARERSH D Z &b, ERITEE
BEICRDTEZEY 2HMAICET 9572012, PMDA OEYEELST (K
FEEMeEABNMNLEF LTS UT 88 Lvwi, ) bl BECEMERHE
MELBRYDFTERVR ST B, E%un%ﬁ*ﬁuﬁf%ﬁ*éﬁ%ﬁ%y’%ﬁm‘
LT ERHD, '

(4) FHmEIEE : : .
%ﬁ%%ﬁ%%%bk%ﬁﬂﬁLﬁbtﬁﬁmﬁ FRAEE 2 M LR
oYt IEFERA BT LT, BEEER% PMDA L 354 L, PMDA DFHE S B
ixtif ﬁu@ﬂf“éEﬂ%éﬂt%@kO%TE£m$§£ﬂ§TW
EHARREOAEDHIF 1TV, AKT 3, BB, ThETOEEREHED,
BEOSBEILOREBEERLER TS, £z, ¥F - RAHEEEESEESR
SBERREZRET S,

4. ?méﬂtEimwﬁﬁﬁﬁﬁﬁw&U%3$ﬁ

(1) EFErERE "
PWAT%%éMTWéﬁE%“#T M@Eimhﬁﬁbtﬁﬁw%ﬁﬁé
TEMNTEB,

(2) ErIFHMEOFREE
PMDA TER I LTV L ERITREFHMMAER (CUF TEBRITHEHE] &ni, )
ERITHILENTESD, REL, HENLARE TOEIRZ 6 » B UWNIZHD
BT, FHEINL N OMEAZBEEBNICERTAILERND S Z &5
6 ayvzlYa ;fanﬁb %E%ﬁbjfu%ﬁlgﬁ(n/uqa i‘fh—\ Y:UR j_
T OMRE L CERITRETEMEREFIRT S 2 &,
° %k\&guowfﬁ AGREE %E@#kaWﬁ§#§mT%&&5io
. BRI BT R ER R BRSSO LR TER TS, £, E
_ EF/\)T“‘:/EI VT —Z QR TFTREREA L O GMP SRE ORISR E®fﬁ$ﬁ
ARHRERFICERTSZ L,
° it\hﬁ&ﬁﬁ LTS, RIS, SEBRITHRCEIE S GCP/GLP/GPSP
MHREOPRMAEZIERTHE L HIT, ARHEFERESHIC AERE - EilbiR
ENTRRL 2D X5, BEIORENLEELAEICLEREREZEMRT S



&
— -]

(3) EEEE | .
BELRERZFONRICEL, EXL, EEERSEORE. FOMRUREME
ORI BT 514 (B0 35 A% 145 B, MUT EXRLERESRE] &
WH, ) B 14 £ETEORE [EREFCZOBEERRNLRBOONEH O]
M TR EELONBD, HEHA~DEEE b > TEAFEORFE V%
"’&k?é

(4) avyyz=zro= '
'EE%@%&ﬂWmA@E@ﬁ%%ﬁ5:kﬁf%5ﬁé&%kLT PMDA I
BNWTHEL SN3EN., Yd2 LB OBBOEBEEOHER. 3 FE KUK
%%E%%%%k@%%%ﬁo BEZ 1 BMZ BRICYUZRRMHBITIDD
gV AP BB B OERITEEREERITEICERKT D,

(5) BEEHRA

E%&Eﬁ%ﬁ%ﬁﬁﬁm(Wﬂ%ﬁmH1EFEéA%1ﬁ%%m*%1
BicBET? REREOERRBOHOIZEZ 6 EXB 2 2HMUARERERDE
ERIZLZbDLRbNAER. BEE LI BETCXXEOERICLLI DL
BN 3BREEFDOMOFERAOKBESICETAWESNMBETHS LRBOLND
FHOBEHRAEERUANDERES | ~OSMEEHE L, ERICEEDBETH
Wrdszed5b, (&ELH)

R, YUSEELAAAOEFRAERERICZY TA2E8IC,. RRCEEERR
ERO 10 ERFEAZINA TSRO, ZhEBxdZ Ei&w &%%b%b%
2B,

5. BEDOEIEL

BEOROIBELIZZ. OEEQCEHEOWTNMNIEZY LAV EXAHKEICZR-
FEETT, BRI EERER ST EERBEOEEE TR LRVE Y Y=Y
2HFBUTEERBEECTHRICRE TS, EXRFETHRIIZOREDLHICE
. AREEESRSRESPRIIRE TS,

B, Eﬁm%ﬁ*ﬁﬁ@hﬁ?#%ﬁﬁb&%%@ﬁi#éﬂtﬁ%%oT\
4. THETREXHEEBRWVIELTEZ L, EE- ﬁmﬁE%%Aﬁg
ﬂAﬂwﬁiE%%oT%m%ﬁﬁT%wkﬁé

6. FDf

(l)ﬁﬁ%mﬁtﬁ%mﬁ@%%uﬁ%bf Wﬂ%%ﬁ%wﬁ%%Abﬁfﬁ
‘H‘ZDME@ELK Wi, SRR B O - ARCEBENSECRZVWEL ST,
W% mﬁ%;owr%mgﬁﬁ%%ﬁbé LT HDT, WM
yvxwvzmﬁ%?5:k°

(2) ABOERSIT. MTHEBRORNELEE X, BERTIL T D,



&1
ERTEERERENRLBEERHESE

HiEEA
ntu\%ﬁ'XI

— AR EI% FRX 2
A AR
R T BIIAE
FREIN DRI E*
FEINDAERVHEYS
Ve X3 3RE e e
EEEH~DRR X"
BEEMG1 | BEEoESE
BEERE2 | ABRBOEEM
BEEMS3 | ABRBIRDIE
B 72 A Zhik
BEEMH 4 | HRICKEERTTH
ATCERHEABE% - B

- | TR ER - K

e7 VS | BIHFE
FHER*S EoAE

FIWME
EAFE
E5HE
FomE
HYEER | K4
;% ' HEL
B
FAX &5
E-mail
R EIR
rRicky, SBIEEORELRELET.
SFTEOAOR
BEF T EACH- CRIEEIEEFOFE
B4 BAR D> TREFRORBREDESL En
EESEBAE B

1~ 8 ETIITRERRY, M4 —BUITINE B X5 KEE T3, 7L, AR E L ARWEAIT W T, IEICE
28R ELLT, BELEIECCRET 32 & T,

Xl:%Kﬂ%%ﬁ%bfmé%%ﬂﬁﬁ‘%ﬂ%@%ﬁKHT—Jkﬁﬁ
2 —RMIBFFERRE > THARWESIIT BEREATSE] 2EH,

Xs BEWCIRE - CW BRI EH, EWT&%énTmé%A@ﬁéraﬁ,%nu%o%Akuﬁ ECicdl. WThoR
THRFESNTWRWESIDIE T—] LEH.

X4 REEATTFEL TV AR NIIZIE LT,

X5 BERATFEL WS RE - ARL2EH. SROARZRHTORAITIE, Tk ARLEZTVEb0%RE .
|L., FoMORE - BELHR,

X6 : FARFXIIEBERLEE. BUEEORERL OMEAATRICRD X5 EHLTWA L EPbh 3BEERLER

. BCHER L BT, BV R,

X7 BEEA~OFUMEITOVT, %Mkﬁmkémeﬁﬁ ﬁma&6ﬁﬁxm#ﬁﬁﬁ§ﬁﬁmm§mwﬁkﬁﬁi
37 L TH,

¥8 : v7 Y UIHFERBHCOWTI, 1%ﬁ%—:vaLTFOEOEOﬁ~OﬁJa?ﬁ?éaAﬁ2$1E1sairk
t7)/7%ﬁ5:kmﬁbm%Aum EEREETHERICEKTIZ L,

)



(BIHE)

LT BRI EREDRREEMZ YT %?5%%
HsEE 4
— R4 FRE
4 FR Rir K _ '
O BEAREL R 5 FFBF Chb b0
. O BARELERAEFRRA—TH508BARMRETIRE
RROBANE | T i 5 b ORI TTH B HO
O $ﬁ%&%%%§/X7A%%wfw5%®
O #ofh ( ) X4
BEEF1 (ERREHICZ YT LA LEER)
- we | O EMICEXRREERDIEBRERR
MRRBORRY | O mmgse OER GLAEAERRI 206
S LTWBER
(RBEBOEE)
BEEH 2
NERBCRLE |0 BAREAGEELR,
D TEWEDIME O BEFEOHBEERE L IHRERECHERTESMEO KIE
*3 WERRAENE
FeRE T 3 CHEBEBOBREDIRELE, AMEERE T BRARBKBEEOER)
#HRICERITTH |0 #RICEERTITEAT (B ABPBINDITE
ATREFARE - B | O ﬁﬁﬁ@bfﬂ%$%(@#@@-ﬂﬁé%&kf%
ETARRE - X WCRR3) ZITHO5RBE LTREABEENDTE
8 O ﬁﬁ$ FTEAEHEALTNS
AR E'IEl %Eﬂd‘fﬁﬁ
permpe g | ORBICBIT BIEBRI - %E@mmMX%

M1 —RREVATRSER

RVEEIE -

1 EER,

X3 BRETA0EBVOETIE,
¥4 BREAER LS, APHEOKELERENRAThIBEHLENICERTIZ L
X5 EBTRAREEROEATEREEEDHT,
X6 ERARUL>TI VA= RFRESLEL RFERMITOVTIL, HRRHRELRL DEHEENE UHEROESRREESD TR

ﬁ’é‘é s,

o TWRVWEAICH (BERMATEE) 28R,
X2 BREE-TWIBRERER., BERTERRINTVWAEEIIM4 TR, %hu%o%ﬂulﬁlﬁﬁfﬁﬂﬁ

WThOETHREBSATW

[k k- Rl



