] *ﬁﬁ%iﬁ(:lﬁ?%*ﬁ%ﬂ(:j W %zzjlgﬁ;?mizﬁzﬁﬂﬁ |

SEER6
3458278

16 =
=]

==

BRERIAZDECHWTIE, JEMTRIEE 2 58 2 IA(CEDE. COEREOMITOINR. BRARAFRZEDERROZLEZRIZEL.
1T 5 EFTITARETIU, COBRICEDEBOEERBLUALEESNTLS,
(&%) ERRAFUEMIBIZE —&E 18

COEROMBITRAFLUAIC, COERONMITORR. BRARAFRZERDEANIOZIEFZRIREL. COERORECRFAZINA . R ENHIERDHLEF. ZOERICEIVTFED
BEZBIDHDET D,

1ERIAFTHHCH T DARES
O w2 FE. BESEBRARRIATZEMH.

AFEERER | BRI Z AL D & ARLZBIE U TEEERIAFOEDECE B HTTXICRDIRET (BEFSERFHRIAFRESR)
AFRARE | EiREEEEEEERTEY— RERK EH A

(FAREN (BF) )

KRR TE. BAEZREENSOELEFPRIGOMRKATTENSDIEREICHS. ICHREOE R BMRHILDEEMD, [RRE LEEEROLIBH
FEOELZOIDEDE . BIEI - RAGEROEURVREDFIRZIEFZ DD, IAEDBREPEM L OESIEICOVTERIE  WEROIRETZITV BERIFEHE
BREERIAFEIRICIRMATBET, LECOBRRIRSNSOBELERIRPSROEFRNPRFIOREZBIEDLD. ERIRIAFTEPR(CEITPERRATTEDOREL
(AT, EROBRELREE X ZASNCT 2 LZ2B1ET .

EBEBELLTCEIIBN TV S (f5l]) *

O BHFHEEHOER (BlFH - EECHOEHEER. COIEHONERE8ER)

@ Hh. NEODEFTASRRIEL BOTVBLEGS ORI

@ BRFRIECHI BEEATOAIE D n
@ ERREIRHICDEAIHONER R Y — HEE0EA <5

X UW\INE, FRIAFRIHCH UV TER
smm D (FRELUPF SR

SHOBEE ——
EMIRIEE 2 5658 2 TAICE D&, M7 5 F(CHHHH 5 F 3 AXRI T RAFRYIOREHINREIEEX | BEARIATEEI=(CH
VT, BEFRIAFTAPIERO R ELDORERTEFL SR Z T IE, 15




FRHBRQO -1 [BEFHEIAEHOBER &t - zece>ssgaEm) |

sRRAE U TEITBNTLVS iR
HFROARE (CHIDSIRV, BHRFHCCRBOFEEIEFET (BRIBOER) ZREIANEH

SI=1—1

B

e EmAARBEEZESS (CRB) BEMHMDERALBHEDOREL

> FFEERRIAFR T, EHEETBOMARIRLE CNAZEE T DHE(ICHE. FAICCRBOBRZRZ LT, BEESBAE (75
BER) NORBENNHE

> [BHREE] (CEHREITDIHEC(E. BEERIOHEUAIC, CRBADBEHN EEBEFBAEADBEEZITAERVN, WHRE
[FAREDREDOEE | KU [EFAEE] DFHTRE

> MR EREOEEE, MERODARELIRLBLDIEBDOEEEEZSD. BENEUDE(C. MEGCRBOERZIENT DIHENE
CTHO. #HERELUT. CRBEREICET DRHEERDIEXEICEN O TNDLEDERNSSD

> —RRADBMARZECITO CEFEETHDIN. BEEFBKE(CIRE T DEMTECE&HNTE< TE. AFDBTHSD
JRCTICHBEH INUE. —RNADBIRARZIBRTED LDERN DD

MRIHCH DR ()

AZRDAZE ([CHIDBIRVWEEDOERZ RE I ARETIFRN,

o [BXMIAZEE | OFHEIZILALTIEEDN,

o [SENtEtE (=EFSEADBEHIER) | & [RCTADIBFHIEH| =08t L TIEEDH,

® IRICKDEBHZFEILEL. NHADBTHDRCINDAN (A>SA>AH) ZHED TEITHIEZ EICTERLA,

16




(2%) RitztEodEL

EHEETEIORERF (IR, BERICBEUTOFHRS (CXDEEEZREL

FMBRIEE445
[FREREAMAEEESR] KESCIRH U, BRI
) Ry SNEBETOBOLOEERNE
(@ [FEEE| AOESITEHE B BDBEERE. R EICE

HSNCWDREBRARMAREEERZE
SEEE U TIIRSIRN

X LR, RREFRS. EHIREFCOVCEHE

J

EHEEE - WRHEE
O oncEsEE<

(E5B55%56318) - BRFIEZ 15

s

{OHREN - A - ERENE. =M. BERE.
T EBZAUSD - BEEA B - BEEORM. PEES.
B g;gaj)qyg § . = = [EE%@*E]

N [SEfEEtE ]
P (zms&®1m)

| @ FESERETRRUZ
: EIEHE 7
[FARHEE S
(Wbhw3aZJaobhad-)b)

X [HAFETEE] (C(3. HAROFHRBERCFIES N LH N, 2Tyt

| ARCERBCBERMERN [EMEE] (CBRDIAINDIAX—2 y

17



FRMRQO -2 BEEFHSAIBOER (cozromsaas:) |

u% tb_Cé:Lj'bﬂ_Cb\ZDuﬁﬂ, ™

HFROARE (CHIDSIRV, BHRFHCCRBOFEEIEFET (BRIBOER) ZREIANEH

ET=Y=]
B

FiEtH/Z (col) ERDSE{L

> COICEET RIRITOFH(E. BIRUTDESD
o HFRE(TEED (ZHEsRHERAT TIEIHAFAKRERD) (. BSHRIEREIBEEZTED. ZEsROMFTE(EEENN.
UEEE(CEDECoICE I DEEXVERK
o HEEMCEDETEMERMEDEIREE X IFTEHEDRNEXEBFZRZERE L. REEZHRETEMICIEY

o THRNEXEE (AFRAKREEN) (F. HAREAEDCOIDINRZFE LT TFIZHEREIEETE ] Z/Ek L. COEIEETH
CEBIBEER CRBICER RS

> EEEEI T UEPTBEMDE TORAZIEEL CTHE 5T HCHE(CKISEDZFRNEENHD . EEREEICEDOT
(35@%8’]736&; WREEE DI E,. EREEE(CEREDDOIEENTLD EDIERYY. EREEAOERES (CLDHR
EZBSEENSDD

> BENBEROBBEZFRALZ LT, REPESENNHIT IERRMBIREER ULSENIHEROMLEAZBE TSR0
LDERNDD

HRFTIRCH T Bewem (H)

COICDWTEREZ R U L CTFHRS ZaIEL TSR0,

LI THRENBCEETEEINRETHD ., FEEREBEOHR(IFRELUZLET, ERPFEFUHBEDEAD
SiAzsE L TIEEDD,

& [comD ]| DIGEOER(SMELIE LT, [corrUl EBRESNEHZE(IC(E. WREICFHMZEIDI—AT [V C&
DWERIIIEE(CHE# THDCEND,. [colrU] EUTEIR (REROMHERICZRDIFLRETER) LTEESH,.

SAFREDCORIRDRHZEZ T LT, REPEZF(CKXDLAFHSNCESRMBRNEATEMGAC(E. EfEREREE
DIEREARE L TEDDTIFRLID, 18




(2%) FlRAROEHE

BRARIFICHEVT, EXEMEFRSEIRTEESFORSOIRNZEEL, EIEICEE I SEEEICEMEE
EHBECED, EEROERKRIAFICT I HEFRDERZKSIET. EYIRERRIAFZHEEI S L2 BHY

93,
Fﬁ %Bﬂ o == nb\ﬂiﬁuur—‘ﬁﬂn
/ EHEEREI0E WFLERAEIRAD 1 @mazss |
OFZSIER SIPEEDHE OFZSIER SRR
R UHIZABR IR R DB DVERS
ResR
L OREBHFEILE O S
OREB(SU, IS -85 MHEFERD. KIS TR ELHE K A
1B SR HE DA E BB &Pt
OREZOVER s mabpias
%58 5 LlERFRAESISER
%UE*E&EFlib\M\EH%

MREEER  ARDEER ( RETFEAEEE | SARERCIDF RZ2SENHERE

(&%)
BRRIAZTE(CHIT B ERERIATTOF I H/AER EIR(C DT
(FR30FE11A30HERAF113056175 EEFBHEREREMRHRIREEREL)

19



FIERRQ [HA. NROABTAREIREEELRO>TWVWS [EHS] ORI

n% tbt%tj‘bntb\énﬁ:ﬂ/ ™
&S] FOEHZEREBE L. 1K) X T DERIARZ T ERRRIAF N SERIN T R EH

db

B=

> IRITOERER TS, EEEEEH?%(ZBLTZ)IEE:%%@EFH/EJ\ AGRSNIZRE. A2, PERUMRED U TERRDEE
(CEETHEBRKRATREERZSN. HIRE FROZEHNA BSA 2 (CHBBSNTODERE. RIRZETERZRERN D
DAERE. ARSNIZHE - %g&bﬁmaﬁh%¢5ﬁ%$(m$jﬂhjw)T@DTE — BRI ERRKRIAZFT O
REIZD

> EELU LD &I DATOUFERERIAZCICEZE I DE. CRROBEFHNEREDITSNDITEERD., ZHURWEES (=8
HEE) AT, BFENKOCYIBNLREEMED TRKETVWEDOERNSDD

> $FCHVARRIE E/NBIEIR (ICHWT DR SRATRNE <. EELMNEREERIAFTOECEEDE EZEELTLNDED
BREMNSDD

RO Bakem ()

BERIMCREREN TH O TE. BABRICHSWT—EDERRRN S DHEY., HETO M IILREEEAT LR
TEYRTDENC ENRERIZE (E. FFERKIATTN SERINT RS (F720DN.

<BARBIRZEERH>
« BIR(E EE - RNABEC T, HD. BEEDKET UZEERZJNFRIHLELTEEDSN,

« RIRZDBECERZEBRNDDE—TEDOREEZIUTUTE. HAXNEDERRIAT(E. FFERRKRATR & (FRIMSTRNT
EELTE>EDN,

20




FRBRO TEREKRARZEICHSIFTIHBHAEDLEDIFICDWNTI

R U TEITBN TV RS
[ERPRIR] DEFRZREL. IXTD [LVWDODSEREIBT] ZEOXSN SIPRYBRIF I RS

Je

B==

EDITRE UTOERKRIATNS, WHDDIBRAFTEL T, [HAROBNTRE. . TOMOZMX (IEEDTZHDERITADEE
ROREEZHHT LR BEDH(CREEYIRERZRMUCHERE U TOZERBRX (SR ZF AT DMK 2Rt

> —7. LWOD 8RR (CRERERFRL., AREN [BEMRK] TEEXTVDIEON. LEOREICETI< L. 43 LB
SNRVWT —INRELTLD

> BANCE. HAROIESHISEMDR,E. RIEEEDEN. PEDEIHRIZITOZD T DTHEN [REDZH(CHREBEURER] TR
EHIBTEN. CRBICHVVTHIERRRIATR(CZE T D LY NS T — A% D

[BSRTATSEDMREE] (RAICEDIRESNTVBERSA)

EEEE*DER EEARTAFEDIRIC
FEERR. Eris. SLrERERS) n3haEh

- . L < $I89 B CRBOSED
1. BEhUOERUEAZECR>T. | (RERDHT) 5 -

1
= Varas q A II * s .
BECHUEERRSEZ{FEA : SIEREF TS 2ETH
1

2. EL2DEEORIRITEL T, HEEIC | Fa2Lwth POE |
EOTHEYRERS LT, EEDEEEA N RN E IAREN

BEANDEE - BIEMNNESVIARKE| | Wb+ | GIRBHCBTBER () )
HORBZEZZRICENL TITS5 |
I
I

AN

/|
3. E4DBEORRICIGUT. YZBEIC | 2ECLHELEEOREZDH kS *2 ™ S
EOTHEYRERSE LT, EEREEEA | (FIEBENOREZ (TN AABDTRADE

RE L TERUVEEH

x 1 ZERO—REUVCERGSZHEASNLEBECH LT, HROBNTROEDBEINORENRREZ1TOHE(C. BEODERRMEMRICE UBEERVEENNENEDTHNE,
SEN TR E I BERRFATTICEZE LR,

*x 2 AROBENTIRE., HEZOMOZEXISEROZODOEFTROBERUEEZHET D2 L<, BEDHICREGENRERZRHEUER & UTOZERBR EFEMZFH 21
A9 35R (WDWDEREATT) (FENHWRE T DERRIATTICZE LR,



(23%) ERRAR/ASERKRAFIDERICDOULT

FRERIAZLDER(C DT

(BRPRAAZE A58 — 55 —1A)

COERCBVTIEREHAR 1L} EERFZEANCHUTAWS LD, SZEERSFOBMNMERBTEMZASMNCTIME (HHAFRDI5, HiX
EZmFOENMEXFLZE2HECOVTORERN, ERM, ERESGFORE. BMERULZEHOHREFCEHIZER (BI=tREEEERNTA
5o UTFCORICHBVWTT ERmEREIRZFE LW, ) BN\TROZEZIR(RET DEERICKETIODEDMEESBHEDTTEDIEDEMH ) %
(/\50

(BRPRARZE BT AR EE —5%)

ER KRB IADEEFHEBECTEDHZEDE, RIHBIZEDLT 3.

— HROBENTRE., EREDMOZERIBEBROLHOERTROBRRVEEZHH TS LR BEOLDICEGEBRERZRHULE
RELTOZEFFH A 2 FIAT AR

—~7N (B%)

)
(3) MRAIE 2556 1 SHERF
FAIZE 2 5256 1 S(SARE I BAFL. VWDDBTERZRIAF 1203,

B ERRRIATIOER(C DT
((ERTES -~ e )|
COFBICHBVWTISEIREKRIAZE 1L (d. BEERAEDSS5. ROVWTNIMZEMTEIED%D,
—  (B%)
— RIBIFIEREREFZAVIERKRAT (BISICEZHITIBDZFR )
4 RIBE—SCBIFAEZERTH O, EERERKESF EFETUEZEE BN IE T+NEZEO - FE—IHOEBEZIFTTVWRVED
0 RIEEFE—SICHBIfFAEERTHOC. EEREBHSR S EFETNRE—IBEXFETNEZO_FE—BOER (EEREBEHIZ LS TN
F+=18 (EERRBEEEBRELEETNEZOZERBICBVWTCERTZISEZED, ) OEBOARZESD. UTOLCBVWTELU, ) 23TV
350D (BZERICHRIAE HETDMOEEFSEHABTENDIFE (UTOLCHBWTIEEZE LS, ) LEBRIAZESTHVSIEAICR

%)
I\~ (B)

(BRERAAZT S TARAI B ER]
EBEZREBTIRE_SOGREIEESBEDTEDSEHIT, Bixk. AE, MEERVHERLITD.
X EEMSE R UBEERSFRMICOVTE, FRORESDD

22



FIRFEE@ IERNOE & DESHICHELR [RR>H—] HSDEA ]

SRR TEITBN TS8R R
ICH-GCPDER T ZEE R BRKRAFUEDARRIC AR —] OEEZEAITNEN

ETS =1
B==

> Sl HE TEM T DIFERKIATR T, SMEFEBECENMMEZ TAREEEM] (CXDEFHEMTOND ( [HARARER] (&,
MREEEMORNSEESNTRE) T2b. UTDOXS2ERHN DD,
o BHEAKMR(CRINTVDIZELDOFHmE BIRE BEE. EZHUY, HRERE) I EFEEECOSN. (85
o F— RN TEERKEE(CCNSDOFHSOEIRICERNRHOSND

> —7. ICH-GCPICHUWTI(&L, ERESTE - iEE 9 B sponsor’ &, ZhtiEk COMTATADEMEEEER S "investigator’ N ENENHIZIL TH
FELTHED., ERARMARZAEICERT DE=NS. FERKMARICHE. BIFRD [R>S —] BISZE8ATINE EDEHENGD.

> Ffz. IR1E. BRARZERIDIEELUTCE (BRAANED) EEOHFDEESNTUVDIN, FAEUTEEMTETILDICIANETEDIE
oD (FHh. BERHRR TR (ICRERGES (CHVWTITHNBEERRERD FEMSE (CBERRATUE (CBAE DTSN ENS, E
BCEIDIET >R (BEOIY RRAN) IBIROBEBHENETERE S 72> TV EDiETRENHD D,

MRICH DR (1)

iy,
- - vl s EDER '
- BEORETIE. SHEEHRFEDORE. 2 TOMREOH 4 ol T
4 '

REAENEEZDEI DAL TLDN, [RRY \
H— | #2z8AL. HRAESE. EZYUT., &RE

REFO—TEEZIDLLELTFESH,

Sponsor(C KD |

« EERFORSIFTRENTOMKRRER (RARRIERITER —TE
Z2<) Z@BUCAIEDF B8RS, [RR2P—] = | £=5U>7 ]

FHEUBE. (PHTI7ICED) BADEANCIAR,
HERTCEBEFOLERZSHDZEETEFRUN,




(%) ICH-GCPEBARDMRBIIRR drozuransn)

ICH-GCP & HAMDAR
»  GRERZETE - BE I D"sponsor” &, FhtiEk COIATTITRDEMEFIEZE D investigator” Z 77 Bt

= Sponsor
BRARERERODIIR., EENRY (X(F) BR(CEFZESEA. ot HAFTHERE. XIEEER

= Investigator
EEPRIATTHERE (CHWT, BRIRIAROEME(CEI L CEEZB I DEA

« HBHAXRORBNEHTIE -
o PERERTE. BZFMsponsorT. EEBMHinvestigator
o BRERIAFUEMTARAITIE,. IR TR DEETH sponsorD DinvestigatorDIZEN Z1F D2, 1T=1l2 L. Zlinsgtt

BEERERDIGE(C(E. BsponsordDXNFTE U T [TAFRMAEKRER] HRESN. EhESTEIOIRH YO CRBADE REE
HR#(L.D(/\_C TEE’J(L_S(:UI-G

SponsorDEH# - 1 Investigator®DE#
MEEEREROIIE, EERU(R)ARCHEEASHEA. EREREASTHBI(CHS VT,
=it. TRHE. R(EE&E. | DFED. BEHARETSESE EREESRAFEORMEICEI L TR
0. JAUT« - RRSAS b~ 12, HIRE(CIT BHE EENTSEA
1. REFRIES LU RAEE 13, MRS, 9K, & 1. Investigator®iE&t: & &
2. PFEEETESZEEHMES (CRO) REBKIUI— Kb 2. it RS AR
3. EEMNEMIRDIES 14, FERSEDIZ(TE LTUHUR 3. HERE (O 9 SMEE
4, AT Y12 (A 4, RIEERAN\DOW®ES
5. HANEIR. 7 —50HEEREL 15. ECERpAEE 5. HAZETEI M oM<
B LU RORTF 16. @RMIBRELE 6. BlERZE
6. Investigator (hfiss) OEIE 17. BERRES 7. AERAEDFIRS KU
7. ¥¥Bo5r8 18. EZ9UY 8. WEREADA LB
8. #ERE IS K Uinvestigator(C 19. B8 (ATF=>3>) 9. BB IUIHRE
X1 S 20. FEFADI NG 10. RS
9. ERERBAFR(CRIE T D321 21, BAFOPIEE T (B 11. Z2MH(CREI DRSS
10. MEBIHBADELH 22, ERERIAFIRES S 12. BAFROPIE FIZ (S BT
11. RIEEASHEEBROHER 23 i HE R 13. RARRES

ICH-GCP(C &5 FBSponsor & InvestigatorDEHF—&

24



