A EE I E09280105
TR 9FE 9 H 285

THEMREEEET (B & B

EETEE ERERREE TR

EFRRFENESICET A BRESE 2 FloonT

ek, MOBEIBOTE, TCH—ESHA FI MBS MM EEEF —
&%%Hﬂmé@m%ﬁﬁ&%ﬁﬁﬁﬁﬁmomf(E&mEM%JE@%%%7
6%3F%%ﬁ%ﬁé%%ﬁﬁﬂﬁ§ﬁﬂ) TED, wibws T o

I L D R R E R R A ARG %ﬂ&bf%ﬁ?é & wE %T%@EH;
BCAREENC BT DS AE SO RIS W T b8 6 DRSS ICE L UE
HALTWALZATHA,

5, MAEBEETREREE PEEFOBRER R EOIES~OETIHE
ﬁt%ﬁﬁﬁuﬁwf(T%lS%lZﬁ)jKEVT@\%E@%%%%@%
AL, - ﬂhm@%mﬁ%%@&mmvﬁﬁz%%%L#d%aﬁﬁbfﬁn\i
o, BEAERFEREORNSHREE A TeaiEER»TE %ﬁffétbw
@ﬁ%%%%(¥ﬁ19$7ﬂ)J_%MTi\?17/9 T I ABRKTHK
éhﬂ*é[%wﬁ%bi@ﬂifﬁ%‘ CTd o TEECRA S A 0 Rim) ﬁwé
DI, l@%ﬁ%%@%@%léggmﬁw IR OBLRE D UER
I%Aﬁ%%%m’w TOEFHEZ HFEHLNITARERH LS, B
LTCuA,

ZDE IR AEEE 2. AR MATITEUE A E SR R S
LA EBIEFEOEERFEIGRIZE T ERADRRIC O T, ﬁﬁfl@ﬁﬁ@
BICBETOEARNEBELT) L LTEDELioT, B% FTRIGHTELSSDE
BIERTA2E 5, BabsENT 5,

ek, ALﬂ@%L A AR EEAMEEN SR TICEH L TNWA D &
FHRLUIERZ A,




(BlR) [EBELREAER I B 2 BAMYE 2 0

T

BAETIE, ICH-ES Hf RT 40 ( [HEBET % 22 ANABCERET s Bk
WEEAIC OWC) TR0 8 1 11 AEREY o2 BEAYERT CRETEET B
AT ENTESR, 7V oV FEBERS 2B D T, BELSOEE., S9RS8mek o
REBEOEHBMERREICIE U, BRAOESBRT — ¥ 2 EHT 203 RUOBRSSRICE
HLo2805, TOL) RHRE VR Z AL, T, BRYEOBRE S BELRE
BOFERAE SO BB AIEAT Sy — 23N L 2250 . BARCEIT 2 EELOHR
FHME L, S B biZE4¥bT o b0l EI LN, '

WAETi, BE, HATOHRERRBRUAZAR L bEERV I O HBE (RS
v T ) BRAHE L TR Y I oMBEARENICMET A o0, BREIET
LERLOHMERHLHENAE LFASCILERES, O b0OEREEED—2 L L
T, BARPEBRARGRRICEMNOBNTAI LR EB I LA, NI A TOER
mPERAEE SR, [FT v 7 727 BEETENRIT, EROBENE TR/ ER
TR END I EARCERTE SN I0hE:EZ LN, BAICBIT 2IALE L
SRR ERIRABEEDE I RELEET A LD L EILNS,

HAZGTDEEREAMRRAHET 570, BT NEELEERSROEE (T
{%é%%j&wic)ﬁ\Wﬁw@ﬁi@@%ﬁﬁ%%m@?éﬂ@%%@%%ﬁﬁ@
CEEL TEBEEBRHE L WD, EREREROER SR & U8R Fa v, R
— ZHEOREIIOWT BEEB LA 0BT, B0 r— AN LR ET S 5
FEHEETHY INETLHEBERRLTHELTE RS ZATHAN, 24, “h
ETOEx DEFEFEE 2, EELFRSRZE - EFETABOERNAEZLFE LD
ELHAZELLUELOTHS,

ACET, B ERRC BT AR AL BT A ERN B L AT LD ELOTHD
ERCBT DB ERE L. B AR 2B EFERR~OBMe s - L in BT
HhDhbFEZL, . :

B, ANEIATEEEEE, HRACBT R ENaR I E S TR SR L O
THY | SHRORROE., BEAEROERSIN D THERE X, RT3 a &
DTHDLEIEETHLERLD,

1 FH %t

AUER, FID FHEHOERRESBERTIBARHEE L T AR, BcEAEICE
WCETHGIEIEEARBRSET L, AEACET 2 —F0F — ¥ RELRL TV 5
BICLEAMELZFELS TN TS,

HAE 2 5

EFILFEEERL, EEREER X IR0 B RIS R O REIC $ 770 - TR EER
IRREEND T, TOBRBEFEICE LT, RENERSEE L CHETA D L 2ANE
TodH, LERosT, ICHET A F7 A4 Tl TWABERRIFT S 2 bk, BE
HFEHRBR 23 5255 b FAHATH S, 7 vV oEZ Flo 00Tk, E4ETH
BPETL T DLEE0L2 0T, EEERBROC L5 ICEBEMICEHRT 28410 LER
ARETHD, ZOEFEZFTE, ICHESH A RI4 v ows ( THABEEET 45223 AN5S
RICHEE T E RRNERIZ OV TORE CETAQ&AIZWT (20 2) FERISELD
ASHEZH R ERGRRBETERRFEEE) OHMIIZBY CHRICREN TV DD
THRE S,

EER B3R 25 - BT 2BOEANE 2 Fioov Tl DLTFoealslcpnd




LEETL. IAGIRBROLREREZRTLOTHY ) BRI E . OEES
TRELRLILLVBEENRD, Be0yr— 22T, FIREK, RBRF ¥/ %, Ky
BB N HEE TORMTRETHY | WHREY BB %%&®ﬁh% %
ERTRETHES,

ek, TOXEIZRNT H%%“%ﬁj&i %ﬁwrﬁiwﬁﬁ%ﬁﬁﬁwﬁ%&
OHREEHE L CREI SN DIEHTH - T, —~2OEERICEL O E S o EEEE RS
ML, o iE BRI E %6%\@%ﬁﬁﬁmﬁﬁﬁé%@%§éo

1. EREEEREERT 5 L CORAR LB

DT RTOEGEEHIETIERUNETHAS,
o BNTHTNTOE, EFEEZ T ICH-GCP [Z M L - B RSB = e e T &

P
* iMTéT&T®@ EFBHESTRANLD 6P EHHELZ ANTETHL -
J:

o WREOFEUMRCZESMICHEEL TS 2ER (MNE, i, AFE2%)
“f'&bffﬁpd”%*%ﬁ < & hIL, MEEEICET OB S ERAETH Y | HER
BRRRETHD 2 éf
° !‘%’%’fﬁc@ﬁ/‘ﬁ%ﬁg%qﬁ%@*&@ EE SR B HIRBR IR & H s
BETE, OO ZAFRRERCEELRIZLY 2 L0 THENE H MHIC
W, BEENCEZ IR TH A 2 L,

2. BEEVSHE S 0 SLBRICEINT <& 4 9

HERIIET L TOSIRRBRICOWT, TEARHREBIIBMTS 2 2 A EE L, =
DI B &L HEMMEZ ERIICHETT 2BMORBRMOBINTE S L5 PHRL
TRBCIEDREETH D,

3. BEEHSZE LERERERE ERT ARSI, TORREBEINICH AN TOR ]
BRBRHARNT 0’);‘%‘:%@& BRI 2

ERLRBBR AV Ak BES EAACB VT L RSN HEF B ORI 721 il o
T, TOMRL TBLERDD, #0000, EREEESRZHET S/ Dl b
%EKA@@%&*%%Xi%%%ﬁ%&Ltﬁ%%@%@& BABRIC L A ety
BIRRGARET L, AEACBT 2R ERE LT, BAMIBITS U 27 B4 E B 5
VA7 EBERNI EEFERLTB I ERRH LS,

L EATERShEE Imﬁﬁmﬁﬁm%aﬁA CHPT LR el A D L
T%ﬁ%é@ﬁ%f@#ﬁ%$BEﬁkkﬁﬁk B OHESERHERFER LB A5
EECBOTE, L0 b EBERIGREGAETICE 118382 BT 2 051370, i,
IOEESI BT LIRS ERE &%%ﬁ%&@%ﬁ PR RN EAEANTHEER L TEL
CEPHENIED S REARET AL TCHR TRALEZ OhA D L T ERt H‘Zﬁ
BROMEOBBFCEL CLEERERIRVI B EELLNL D LR ENS . MEIED
[ H F] %@%W&ﬂ%t*ﬁ%ﬁ%%l@mﬁ%1ﬁ¢ﬁﬁ Esfi=S: HZ%@$T%@
B LERASRE OB A RIT AR LT FOBEESEBHESRIISH A S L NES
b,



4 EAMEREBEEICESE HERERTT, BN TORERSREE EheTi, §
f A7 S TR A B BAR A B AILD &0 5 BS B2 AJURIRE s 2

IR TORRESEAE T ICHES A FIA4 it O3 REEEORREL S 2 5 &
AANESEAL O TEYOERNBIEENRRELZS 2L L H 0, 2. AEA TOHFENRER
MR SERESNHERAES AAACTOMBRE THS LTS o L iEE T
HLBEELHLNAI L VERO L S RBREE Y EARNE L F 2440 LA
LEREERZRAAANBEOABITS L0 FRD BN S LCHEEITIA L,

L7zho T RS E FRICED ., BARIC BT 2 &SI 4 3540 E © B - 5 - BIic k.
HERIGHRBRIC A RADBEE LI AN, RERTO R BRSO3 B2 BE B3O 214
CRE L. TOROBRIEAERY TS - LAEENS, T, MCHEALAFEAL T
MRS BN B 2 o> TV B BE, S 2 IR E L BEIC W T B R a4 ok
RESAFICRA D 2 ARSI TE 20 Thiid, Fo%oSIEEELEAE (R
BB BV TR TORBE S LSRN EM S LTRVES = L L FETH L,

728, PK (pharmacokinetics) ZHEGMENH D | PK L EEREGNE L OELHASH 5723 ) 724
T % PD {pharmacodynamics) & O CHEEMMNRINTVA L5 2%, BES
AR E L2 AARACOAENMSRRIZV T UL OLERNEEZ LD,

GE) #OFERBEEREL IEMICEDL D L 5 2ER COBERESREI LTV L 5 72

%é\%%%%@Wfﬁﬂﬁﬁﬁﬁ@%ﬁi:&ﬁﬁ%&%@ﬁﬁb\:@iﬁ&%ﬁ

Wi ERMOHERERET CEIERBEIT O L EOIRERITRETHA,

5. HEPEAEHRRE T 255 0 RN B EEIRIT M2

EROIIU T ORRIZSWTEETREThHD, 0B, 35820 Tt TCH-RSH 1
FZA4 - DRAOERNI RSB I,

o EBRMLENGRE ERTAEAIZL. TR ENOMRIC BT S EESER A RRIED
HMER O EECRIETEEBICOVWTHEE L, £/, BARANCEBIT ABBRED 4
DRSO TR CE A LS HETAZ L BUETHS,

o EETOEBERNEROT A R OB FENESEI L o TZANAEER L O
ThALLBNETHD,

o  TEEFMRHE!Z, SHEIHFEINTWALOTHANETHY | TEEMIEH M
HEIC LY RA2ABRAIE, TR TOMRICB LTI R ToOTEREERCET S
T—AENEL, BEMTOERERFTEL LT & THA,

o RMUIFTHEAEIICERET LD, 2 TOEEESOINE Tk CEE T IES
TEHRVEE—FTAETHS,

6. BENCEBREOEZENLFRS A VIR B EBERBR L LTEHT 5
BEin. ERBOZERVARACEMOGESOREIZEOLICT5 2 2 AEET
BHEH?

o EIRILFENEETIE, 2RNTOBELIRE L-EAROBRELIETHY ., B
ADOEGERIC B TR B EE4 BT AP T OBE A 207 L bFERT S
SRV, L L, BIENEBR O TELR S REM Y LTREET SIS
Wi, SHIETOER T, 2 TOER S —oOEF L LThaRT o LA
TELEB2 RBINERPTA0ERLA,

o RICHAEANOHMGERTOMES, 2EFTORELE L EEL TV AEATIT




TOMEB R RET S E THY | MEIDIGD S 6 ABEERBOER L ZET S
ETHLI LB, ZOXIRBAIIL., ROEBECBTARNEREREHET A -
ERHEEEND,

o  [EFRMEFERBRL. 2EFTOREL PAAER TOREIC—BEEREBLRA L 58
ET&%T%@\%%ﬂ?ﬂgﬁﬁﬁ%ﬁénéikfxﬁ%ﬂf@m%%ﬁ%ﬁ
EHURICAMET S D LA e A L E BB,

e L7 T, EFEIC 20T, IRMICHERE T A AT AR TR
LY, EiEHi o, REBREE, SBEBR, SR TOERAE S BERAERE - 05
Q%%%%LT&mT&:&Wﬂ%T%%Dﬂ i, BB ENEER A S ET A BB
ERELARAEHIIBENT B LERERB LN A RS 2R T FEL L
T, EEMREMERE AW 7T e R BREBE A A2 A LT O LS ks
hhEEZELERS,

(U Tk 1 IR BRER COBBEE D, 2OBREOREN T ORI
Ex Dy BANEMICBIT 2EHMEE D, & T5 &, mmem>nmﬁ4¢%
&9&@4@80%&&@5&9 AAMEMAEESRETD, 2 20T,
WERBRET HUERE AN, Hﬁjﬁiﬁbuf@ﬁf&é &#%Mén
D, IOFETIE, AARNEFRER/INCLLS ET2 0, 2 TOEFRIHY
ML, 2ETOENEE /N Li)&‘%&ﬁikﬁ%ﬁﬁ%%?é&“5%
B HENS,
(2) Fik 20 2 @77%Tﬁ&{ﬁ%ﬁﬁwﬁ%%%Dm\mzﬁ3
HhlE B IT &L, %w&f@77iwﬁé BERIEH TORREESF RN D,
z\mkf%& B, m\mw%fﬂﬁwﬁm HhAHZ k%mﬁ @zimnmﬁ

$9mfﬁﬁ% KT, © O ClL. BB I R R T
BT, BRBE 725 L0 BIRRS D . SEORAME LTS5 - Ll BA
MNEFEE RIS 2L BARETHH2, HRADHRILRENE < | R
DIRVERIT, BIERLES 2T A A VBAR DD D LI BET & Th B,

(H3E) Fl2, i&ﬁ{ﬂ% LEE MBI, TR AR E L 2 BEECOWTEE iR
B EET S %m&f@ﬁﬁ&ﬁﬁﬁ*&éaﬁﬁﬁé&\ﬁﬁﬁ%m%d%
R @ﬁ@ﬁﬁ%ﬁﬁt L FiE LT, 2EOES SO A S
Em%ﬂaaﬁeaxxr@ﬁ% hELE DS ETABE. BLE 20 Y0EHE
RS D D EBMEI RS, £in, FHE 2 OBRSIE, 2EFATOBREDE 90 %
LTI TER T O THIIE, AARAENRS LTB L% 15 40 L3 HeR
B & BNEETR A,

() e Do =22 B0 5 BARE 2 BEEFEROREIL OV T, RO - mek
DILEIHERETHD,

7. ERERERICBOVTE, BAETEEIEIATV AR, BRAECRESRI ST
WENEDGREETH-TYH, TEFRER AR ELVESLBLAR, 0L
D IREE Tl ORI T AR 2

TOLIREEMEESNLOTHIE, TE ARV BEMCERNT S vy FRBELE
iU SRR R R L E O RIS G GRS E I R L TR NER LD EE L
o, Eie, HERERBBRERINCL, POE—LFMFECETIHE 0 /'S Ak
&LJwﬁZ%NAJ@%WJ&%E%%&%TQ%émwE@?éiiﬁﬁﬁﬁ%éa



HO L2 28a. (o EHN “C@ffﬁiﬁfﬁiib‘ﬁ{fa m’fﬁ’f“ ?’é‘ ZHTHZEE HERT
DRAEDENTIE SR ED D b B etk B “T MRS D L SICBET
LETDD,

8. BAZEERVEAECHIIEEIN T AEBRRBRREE—07 e balic ks
B OERNBRBREIBREE L. T ORERE b - TERNITOE R U2
PR L SR D 2 LR

B TER SN TV ABERR N - T BEERBE R L I0ICEynEEish s b
IIRG AT, EIICHERBRE LTELARETHS, ZOLIREE BESRTVD
FEFMEEADETTH A L OMBE T EATEIN R L EETE S L 5 IR0 A R
L7271 /‘/‘“/ﬁf“%t%%7"w;</\"f/?47“ WCETE M U, ICHES A R4 iclES%,
A RRRABAE L OB I W THRET A Bl Tha L EL LR A

9. BRI ER LRI COS B ST
() EEEFEBRTY 7 ER0ORHBELRESNTHWAESHHHN, 0
LB BUEBCTLRATHNAER LB, LTRETA D N
ETCHLMn?
(2) ﬁ%ﬁébfﬁw@néximmﬁm¢%ﬁ THh o Th, Gmfi%ﬁ
DEEVBSHLN, ZOXIREECERTORBEL Y0 L5 IS ET X
7 2

) FRE LTEORE e BRED 7T 2RI A B AR Sh, 2456
EHANERE DM C—BLUAEERELNA LS BERRBR A2 2 2 LAY
T%7OE% BNESEIE A R & U s pE R L 1R E ORI E

DRI LDEELH D EEZBNAD, BEMTESITI 2 TRt ik
t;ofﬁﬁﬂﬁﬁ%é%%@\—@K%m;a@ﬁﬁ@%k%kwé%@fiﬁ
W,

(2) L5 & LTV o ENEBANICEEE TH A - L BNEINESEOH A T4 %
DEHEPLEFHNIHFATE A0 THNIL, BRATREBRDERELTHoThH, 1
BB OREEEY L TRBREER TS 2 LIFETH L, Yk ANER A
NIZED L 5 2 Bh FET 4, BIC SRR BEO R M DWW T TFORE LT
BABERDD, 2B, ELSERELZENL LERBRICBIT AEEORRIZ ST
d%ﬁpﬂ%@ézﬁﬁhé@ﬁxﬁ“%% \DFHEREEOF M - Th rm%#a
T—H . EET Bﬁf%ﬂﬁf%é@i & BHCORARIEOMIES DT, TEE
BOBERZNEL, BoNOBRORIARABRE~DIEEL TORF L TR - k
MEE LW,

10, EFGSEREBRTREShAIFEE, fIREES P w2 BRNACR—IIRETS - b
JFHEEECH L8, Fol 5 Ii@ET A LNETThHL?

PPAHZR, FFRIRE L Vo TLSEEZRTH Y | ~BILEE T4 2 L RRAETHLEOT, 2
DOFEBET LI LT A,

EB, WITNOHEIC VT, SFRECBEAROULIC ST, fx 0r— A0
LIt n E B E Th S, 0RO LT ElL L5 &4 5 ERLRS%R O EOR




BASBEAMEN 250 52 07 2 AR E CRIFL TS &5 ABAIIE, BRI, BAME
LD, O % N ORI KT B AT, 7

(U #LA%@WW%&@ ,:\J%ﬁﬁ%<%%@%w%mﬁi%W%?éiéﬁ
%\@W%T%ﬁT: —OJRE - AEERRT TSI ENEE Ly,

(2) HHBEBIZH L CHO B LA EEE L LT M%*h/ﬁ% SAFIERIEL
DOTHL SISO HE2FE - CH]ET 2 2 BB CHA L E L BESHE, T o
LD RGH. UERNBOER DO TIIHFRMETH L, Th b DER N IERIED L
MR O 2] &ﬁﬁﬂﬁémd@kk&®7i% HRIFFORE - ARSE2EEN LS
HTHBERPRIEEE T, BE T —Fe T 32 Y ORENLETHS,

1. [HERAREREZFEE T D Z LS E LWL L2 |

EDLE DR TH - TH ERERISEH A ER T2 2 FIETETH LN, S0 BRSO F
TR R R B A BT 4 - cmmﬁ&%zbméﬁ$fﬁmdiwﬁmm_@%
HEHRBROER S RETT & Th B, 2 E CrEW 5o HiRBRES7» 5 B B X
NTWEHETLH-D, ZOR S EHE®I LY &, HEBERIEHRO P ICaEs R £ <
DHBNDIEFZABD AN, L0 O RBERRBT ¥ A A& 3 o e F v R 28545 -
EMEE LUy, ?t\%éﬁﬁfﬁ<(% EFRGEOHRDEBRN T FatA o b2 B
W AR CREMIE S S TR %W?Wﬁ%m%ﬁ%m%%ﬁ%%%ﬁﬁé&%ﬁ
SILDHERT i‘EK%%@%_§MLTEET/Z®W%%§Q¢ TELEZILNA, D
DEDTRTRE LD Z 2T BRI il CORERBEE LR L 5 - L e
hAHEELZLNG,

12, Elf‘%‘i}‘f:ﬂ{i“ﬁ%%:%ﬁtd?7‘“é:® EHET A LT, #FLRE Vo —F v — itk
A

B OPINRED LEESN, Figh T 7o —F i pEe- @ERICHEET S - L vE
WTHDLEEZDD, AEFATO—RENRELZFL LT, TM@&?&?Dw%%H%ﬂ

BE ﬁék”bﬂé

LR BIFLTIR LI | [R5 |
FHIT, F—ERd ﬁ 'é" Yes No ]
SEATHREBROERE N prpr=rre | EREE RS T ER gL 7 |
LS ETRE RS A M o'?) % {PKttéﬁ) Yes No
. . (PODFHEL A B TH
FEZL EFLE; HERTHY, HEHBILLERET B) | ERREFONNEROEY? |
s e e AR T TRES d i
E N A 2O A e e g5 815
ﬁgﬁﬂ)%‘ﬁ}[‘ﬂ,rob\(gi 7:,_% b FIHEIE wwemfuunnnnnsiisnnmn B (B RIS D e Agortiidg
=] ISR N ‘ ’
SRR DT | | R -
ik P ExmEasL : g :
H /f%ﬁu LR P sy : A —
BEE 2 CHIET A S P EEBRLOMAN HETBBOBEFESD) ey
S F A I oRTEERATRS : :
D, P ATV LSUSE SR : :
&)
: U SRUTRON SN SO i
N -
| ERRR T EOuAS (Emas A
EEREER OB BB BIE
e BBEET :




