TR 2 4 FE FREOHE

(BE5EEERR)
FRR245E ¥ 5 F 1,625%8$7EEH"
56, EkEE 1, 547{E3F585H
AAEAESLEE 5 3{§4F3HHM
HAAAESEE - EEREGE (SRS
B SELE LS 19{89F 8 HAM "
SRR LS 5{81F155M
TR 2 SEE HUITEEE 1, 696{& 5§EH”
= 5| B A FH % A7 0E1F88BAM
x ®HI £ E 4 ) 95. 9%

CE) LREatIciZ. BEFBRFMARBMSF IS FLL.

—___TEABEEAEE CELLIBEOTHR |

- EEER - NEHETO ) b 14. 3{8M
¥ BEBURGH R A PHE
(1) EEF—LEREES AHOER 1. 118
(2) EEERORIELR L 5 SEBORH 10. 1{8M
( - EEEmEHOE 10 180 )
(3) BRIDEBEIHIE LI-—EROFE - XiF 3. 118M
- ETE PR L 8 —I & SRRSO - O OREER 1. 4fEF
- EEERNEEDT-ODEERFORSIEFDIRET 708EAH
- N AW OO 148
$ AT - A/ A= 3 O RRYGHEE 47. 4{EM
¥ ENEOICROPER, LIGHTL TRUER (RS 280 THE
+ ERFRRZE P S OB R UG 23. 5{8M
- ERERSTORRBE - AL 23. Offf
5 ¥ 35, 8 S{EFIHEURR (RTINS )

T L_TREBAXEREIE EEN AR amman) (RO FHR

- WEFFORDI DU EEREEFFIDHEE (mesmein 10. 5{8M
- ENLEEEMEEE L A —C L AHEAEAKELSH LD

EROERICET HMZE @t x BT 5{&M
- ERUEEREE - REEBORE et 9. 5{&M
- FRSEHIS DR Z [ 1 -BEERAZ PRI DB st 5. 1{8M
- FRSSHh DR Z [+ -ERkET

HhiEd SRR ENIIE RrEtD) x BEsmvEss 1{&M
- SIS ODEER [ (1=

\_ B - EAMSSROERIEIIR wmuritn) x B mig 108 )




EEOMIBREDRIEL EHISERZE 5 A\AHORRERS L &4, BOBLER
H—ERZRE L. BRNRD - FETEIEMERHERES 5,

nwﬁﬁiﬁtya—wﬁﬁwmﬁ 7288B75H

EERDX ¥ V TIRCGE & —FH0 ., HUSOEMR BRbo ELfreRs T+
DI, FHENRIERET D HIRER R % — OfFEsikL. E
B SRR T - B A A HEET 5,

H EMEDEYAIET HRE 2785H

EERROE D—g D ESCERIORERIE 2K 5 7%, HUkloLEAERIE S
T VALY B L D, PREEG OV E R O ERHR R AR
RN Z R/ T HEMOEY HEE), HHEICEL TREBIETS,

F—LERDERHE 24087AH
[ 56. BFABAERILIEE 7085M )

HOBNTF— LAEROER > 2EOERBEFICERES S8, B, HHE
Bl SEAIRT, BTSRRI DER DRI - BRSNS & &
bIZ, BEORWERY—EAEERT 5, [$if] [—HEA(L)




T ERMO BTG L - B
¥ ERREHIHEER SRS (25000 BAM) OO, B4R REEEERE
FHE 163T/AM

HEECHE VRS X DB L QWD e MEERR OISR O, #RhERFRIZSZ
- MR O ZFREB L. WHESZ AENRKEBE DB L DS EEE TS U
T HHES %53 5,

o, FARNRERTOEE ICNERRBIC OV THIETELZITV., FELE
RO EATROE 85 B 2 OB Lo E S i 4179,

BEREE OERESOHE
X ERREATHEESEEMEENIS (25000 BAMA) OO, EEEEEERTEE
RESHEESE 5005 BAM

HUBEEIRI T3 DEEME DR - TR A X 5720, BHlATERHATOE
B, PR ERTOEE-CHAEEHRETHE D EfZ LB RRIZONT
MBGARZAT ),

BT AEORRAE S BHBE DY - ERFOREICMTIT, e 7—=7%
ERLIOEEEE VAT 228 mT 5, [HR)

EMR OEERELUET D700, SRCEEEEAEELTITL, &
EFIRD FE N 4% b BRI HE ~ DR BB 4179,

'«%W@E‘w{%{ﬂ@ﬁﬁ%wﬁﬁ 1, 930AH

~EHIERSHEEEONHE - F8R 82T 9 [~X HIEE IS OE <o,
- NEHEZERITEA~OEMEDIRE, ~XHERICEETAMMIOBFR & 44
9 [~ & HIERERHLIRRE | OFEE | BRI OV TR 41T 5,




ERIEHRES- REEROEFHGTEERSFOERILOHEE

1, 539HAM
[ 56, REFRKELE R EREE w9505 AM )

O EfEHREE-REARORHEIFR] (ER-EE] 95085 H

ERBEBIDFERET — 4 &, YD) DIERRY T CONBRIE L Ry &
Ty 7RI LIZLD, RERCLBEODEERE SR T 2 REATHEE
L. REGE LT EROBEEETTREL 5 & & b, R I EEE
HCT—4OBEARESL L, B0\ HlE s TS X A EEEER
HHE - (REERABE T2,

Q@ EESFHOIEREDOHEE - 588EHAM

CHTRCRERE | OB 7= e B S R | lC D% X2 T MY SRl
A R [— A VARHIGEREERR | OFIRICAT TEE S5 & oHE
AT DT DZEFEEZERR, RHUIE-S < ERR (EBM) D RHAESE Y D=
MEIZ LD, B AOHNT A2 BT,

£ EREROBEEHIC OV THEEHR 21T\ HIRERO T EE N 5,

EEHMRERA RO HEE
X ERURUHATHEESEEEREIE (25000 BAM) ORHOM, FIEEETES
1985HM

8 0 2 OEENIOVT, FADHPRBRTIFORZOFESTH o &, 4E
Z il CTClORORR 2 5 | X e #5E 2,

Fle, RETRUI O REREFIRBER RIS 28A0 0, wRERE
EFIET L FRES 21TV, ERCHEFHERERE ~ IR ERICEET 5
TEERFEEE1T O,



Il. HSER. FEREROFFIERE

HE. BEMFOERREHENZEZL. EROTREERT 5.

. BEERAFAHOFREE ERIRHATHEEE £ B HES (25000 BHM) DR

D BEREEFHOFTEE

RBERFAEHIDOFEE - 58(b 2R B0, BEELREEE Y 24 BHEEE
T AN Reffcat v #—E~DOEEIE 1T S,

@ FIB—~DBAE

FHERBRRDBgA & P2kl K AR R o[ L2 R 5720, K7 ZF—~)
(EEIRFEEET AREERA~) o742 —) OEEENIC Y E k& Iz
WTHEBCSE#1T 9,

@ EFG/NEHABEINT IERDFEE

BEMCH o/ NEOBEm R EEREZE S VNS EE ¥ —) OFE
NDHRRR, T DBROBMINCEH H/NE~DEFH) « BFIRERET /N
EPAREOEFEICT A BCEETT .



. E]E?ﬁl’é%ﬁlla)ﬁ% BRI A S £ B RN (25000 E/5H) DL

HURTZO0L L TEAE CTHZ LD TE HEROMRER BT, WA TEMEL
BFERE IO e X2 D HlEERR T ER 4 —0 WICU (B
& - BRIEETPIAREE) . NICU (BrREFIARE) S~OMBEEL1TS,

. SEEERFFIDER(L

SROUFEANDRAZE S0, KEERSFIDREERS,

- KEERAEFIDRIE 1988®AH

KBRS BN D FEERLAIRE & OB 24 5 K EREE
BT — 2 OMAT) FEROBEFHIZELT 5 & & biz, i cETEE. B8
INAEREEIREE 72 K DY & & DR A HH 5 DVAT BRE 238075,

Fro, EEE - BAERERS AT L BMIS) | 122V T, DMAT OFESREIR,
RO o7 5 FBEWRE R L OMEER L 2 X 5,

(&5) [k 23 4FRERE 3 IRAIE TH]

O ERtHEEF OB SR O HEE (ERESTH R LS OB ELE) 216{8M
© KEORARATHEREME L CREETE 5 195, KIS oS i
fit =t L CHBCHEE1T 5.

¢ BRSSO, SEIREERT A OWAT) 23
1T % B SRR~k LB 17 5,




EFBROBICEVWTRERERY—ERE2T 5hAFHEHEET 5 LIck Y,
FEMENIZIBT, DLDLTEZ L LWAEREERTESHEEEIET,

TEEF—LEEEBEIAMOER 10985HM
[ 55. BABAER(LHEE 109B5FH )

- S I RAFNAETREE ~DEDOEVVEEEESETx 5 L5,
HUs CIEEERAZHE S A (F5EE) 28T 37200 LBAEHEE 8%
1T Z &Ik V., FEEEREHE I \NMOAERS - Hiffom BeF—rEEORE
X%, [##R] [ER1E)

EEEREEAT| DHEE 2, 0588H5H
[ 56. BABEEALERE 1, 010H5M ]
[ 556, BI0-EEFEEREmwetn 1, 048EFH )

D EEEREERFIOHEE [E51E) 1, 0O108BAH

ZIFEH BN L HTETHRET OBEOTEAFIZEE L, Mk coaiEm):
OV SEEERORMUI T, EEER LRI 5 BREESIC L 2E
B2 PR BDORAEITIR U THEET 5,

@ KFRHRORLIZ DA DEEEREEAF O#SE [$3R) [1518-155H)
1, 048HAM
KEDRE LG RICHOEEERZVEL TAHAIANEL L TERF—E X%
RTHZ LRTEDH XD, M COLIFFERENC L 550D~ Ok e
EROEMIIMIT, EREEEIC LA EERHEET S L L b, KEROEE
ERI VB EROBEEZ R TIT S,

ERDEEF HEL-EEERY—EXD TR X% 7108AH

[ 56. BABEERLEE 21085H ]
[ 556, EI8-EENEZER emmn  S500BAH )

O ENEEHEMERWEE 4 —I2&b
HEEERSHED-HOMEEE [H37] [EEAIL) 140BAH

E N EEEMEENT o Z — OB ETEN LT, BRI DEBRE ORI
Ji> C7-hrgea Eiid 2,



@ ENEEEMEREMEt U 2—IZL5
HBFAKREEN L DEROEERIZET 5% [#38] [HIB-ER) wewmn
5008AH

PR HDERERL A T 570, [ES 5 EEMEEN S & —DEPM:
Z2IEN LT, {ERlDRBEORHEZ U - fEEEERLO 7 72 B3 AR
ZEHET 5,

Q@ EEEFHEN-ONEEEHORLMHZORIE (HiiR] [Erit)
7 0B7AH

BE - FIEOHET OHEEEREZERT 5720, SPRRREREH%2E
T OFEEAD EROEHERHEI R AR\ T, R EFE T AR DBEE
(ZIA, SEBOESMNROBIEETT 9,

EENEE~OEN ORREOEEL S EEEHERD TR

X EfRMRHEEE IS (25000 HAM) DRSO, EfErEsD
ERFEHEISE 11985M[

[ 56. BFABESESEEE 10185M )

O FEEEHEROIE
X EARRUHARHEERRIMRNS (25, 000 E/5M) OO, H4BREREERSRHR 18 E5M

AR B8 U TEORBORGEHEET 5720, Bz ) OFmEEESS
~OTEEEFHERIZOUVVT, HIBIZIoT 2 ERE, /il & OmHsaH| s,
N ORELR, FEEEFHERBEROBIHEI OV THBEHEZ1T S,

@ EENEE~OER OREROMSE [$137) [EALL) 10 1HAM

FEENH#HE (ETREELNETIFRES) ~OmFl Nk ERRED

TR - BRAAE T K D OREOREEORR) DY RHEERE L TIEEH

A DERORE; - ) L2570, BRSPS RS LT
- O ERHRBDOFBAIZRT - BRI LR OB A T 5,



V. ERNEERR - ERESRORRIBELEICLS |
47 - 1/ N—3/ Dt

ER KA DS AR A DR O A AT O Y O—/ LESRHIR AR ORI
DEAESE LIS & HEHHLERR - EREEOBREELE, 517 -1/ ~—

>3 L EHET B,

ERPRBTZE ARl oD B R U HRERIE 3, 3638AH

[ 56, BABEERLER 2, 35285AM ]
[ 5. BB EENEEEwrnn 6118HAH )

@ ERERBFRPRARIROE R (#1R] [Emik] 2, 0528AM

BADE E 2 BRI OB b EHHI2 ER S - BRI 2 AT 51203,
HEOBEWERRMZEEDT —# &b L ICEEARICORT D2 HERHH Z Lo
5. EFEAKE (ICH-GCP:E#L) DERERITFED SEhE-ERT 8B 5RO LA E
25 & LB, i RIEREE RS- O ORI A £ 5 2R
LT, FRERAIZEPEIRbTA 4 &P (818 - EEXIRRE & Hi>wT 5 &)
w45,

¥ IGHGCP : AKE UESEHRARRFERREEE - L 5 ER SR SR FEh e

IH (International Conference on Harmonization of Technical Requirements for Registration of
Pharmaceuticals for Human Use)

GCP (Good Clinical Practice)

@ WHSROWERIIAITT-ERFRRPALARDEMN ($137) (418- 8 v
51155
HEICHIE TR IR, - EERRMBRAIHLE TR A8 U, B B
BRBFEA SEHET 5 & & bICHEREE, SR S 0 e = L &
B2 LT, ERKIEOBHRIE DR MR O LA A4 5 2
- 72%  BRERITGEARIZGTE 1 BB (B L L b C 5 D k5.,

Q@ ERKETERIES SERRMRZOXZIE [F#7] [—HEA(L] 70087%5HM

ERPRIFFE TR COEBKIEORRARIIZEE SR T 5 L L bic, B EER
FIEERERTSEE > &7 — DR 21TV . RS 43R T2,

@ s OERZ@EH-ERKETERT S
ERERTIZRZED IR [#F137] (1818 1558) wmsn 100B5H

PR MR COEFHY R EET, - EREERAIHH LA O A E U, BOE
RFZE2 T 5 & & HITHEEER, TN L v ERAZ XS Z L4 H
B& LT, BERAIZE RN COEBKED R % 15,

_8_



lﬁ&ﬂ-%ﬁ%&%ﬁﬁﬁﬂﬁ@%ﬁﬁ 2, 9508AH

BFHIEERT T MO THIREM RS Lic ) . ERsER LT 5
RABREDERMIR & 725 FH) - GERABEFRABHLRIC T L, AFTER, 2
EbtasE OB, EE LRI OV THBEURZ1T .

' BAFEDS O—/ \JLERRTZE LS D (s 37085H

EPRHY2TRER - BRERIFFEDEMIC LY, BAR S — X L AESHEE - E
ERERORIHSC, EEOEOR LSOO T L AN #X A=, A
AEE T u— VERIZEZ Ehia T 2 #1255, [#5)

E L EERMIERAR ISR AERLERDHE
1, 300E5M

[ 56, BFBEEALEE 1, 30085H )

BADYT ) MEBRIZE S ERHLEROHSEI VL E 2 B2 5E T 570,
ENmEEMEENI S X —NEE L T AN 7 R L. INE LT
AEAEREHETER Ui 24 5, [H8) [EA1k)



B ERERRRICROIARDOTO N — /L EE - EHEE
1088754H

E3Edn - EERSRROBIFREI AR DERRAFZEIZ DT, 7'r b a—)L (GRERGEHHE)
DEFEEZEZ—ITTANAT I & LI, FHEERFIZEHED, PDCA IS —EL
TCEW BT ) FRARITHNCEM T 5, [#]

BAERSFHTOMEMRREERORE 2618AM
- [ 5b.BFBESEALEE  2618HFM )

ERADKE, RS L > TR - IRESHTWA e NERHIRD (iPS 4
Rd, ESHBRE, FRABAFREAY iPSHMRRESTe,) DIERK - R1EHE, HEZEDESR
it LT T —Z _— A EEE L, ERNOEEENERNSTRFESNT
WD ABREDH A AL IR A BT THIEICRIRT A 2 &, RUBE
FAREIEBEOR R EEER S Z L ARREICT 5, [#F3R) [ES1E)

B ERS - ERSEORHIcET AR RN E AL
7 10, 8028/AH
[ 56. BABEEALEE 8258AH )

RV LESR - RSSO A B L, ERETE)  HIRR - BRERIZEICE
WTESRR - EREEROERMUICRE O > A ERRICKET 5,

I D EE C W) H-EE R - RSO S IE
1, O00EAH
[ 556, BIB-EExEEE @b 1, 0008FH ]

REHILEERR - EEEERTAIHT A L L biT, EEEDI LR ARBER
DEIHZB U BE NG OERICHEEGT A Z & 2#BIE L T, #iHRicisiT
HRF, WFHEERO L —AFRREHM L L, BRI R OER S5 4
XiET S, [H)] [EIH- B8] awmn

n BREEEROERGE 11787AH

BECEERRENLDL L TRBEEREFERTLZENRTEHLY, &
H - WEMHGOMER, IFRdRtO TR REREC X 25T 5
HHEFLF S E T 5,

Fio, REMGHEHELIEEL LI HlEEORETC, ZhE TORME~D
BREEEZATV, BRBEEELOE 25508 L2 X 5,

_10_



VI. €0fts

BN SEEFIERMZE 5 — RO ERHE — B 1 A BCRE RS DR
| 61, 517HAM

EEMLEBRERR Y MUV —7 AL, BA. BREBFRSICET o EE
SERRRIEERR, BRAHITSE, BEWHE, ERRESLHEET S,

! Esi/ N\t REEROTE 33, 982HAH

FEEEROEFEERLIET D L &bz, UNEUEHERLT 5L,
AT 5 ERR UAEREOREL K 5,

EREERECE N BEAEEMEEEO BN DBETZASE
1538AM

REFNEEE I EIC 25 < SHE NBEEREEE 2 V) D EICZIT AN BT,
FHEATHELZT D & L biT, ZAMERICH T AKEHEE-CAAEDOBES
BT EEMEFARO I AT - FE DB 1T,

_11_



. EREERGNEAREOZAN) OREICAIT-IME  14E5AM

ERNERA A HET DB D, SNENEEZOZAICE T 5 ERHE RS
HIBELZ DUV, £ OM ECHIEDRESN « 1855 X575, HMNEANBEBEDT
AFEREH T DR ORRTECIHFRIEE D=0 T 1 7T 2 AR T 5,

n e ERIDEHRRAEIZRIT-Ea 128AM[

IEFER LGRES - HfEERE 2laabiclahd THeE
R OFMESCE LM S EROIE - FHEZ1TV. TORBRZERS
ERBHRE DS % ~, Hh>0 o9 BN IEHRIIE T2 U 255 2,

'iEfﬁ’a) BOM LIZET AL FEEFIEEDHYAIZET 85
785H

B - 05 (R ORGEERBRE OAERBOBEN b, EROE DM LI
B9 DEESMERIESZOH Y HOMEIC OV TRL < BEtE1T 5. [$i]

FTFHEmE LD 71-8 D FHERH D 2EfE 548 AM

EROE L ZEOM 2R 5720, BEE AV TEERFFEREBESE5
12D ORHERH 2 BRI 5 & & biZ, FHEORREE EORERZEIZONWT
B - AT ). [#R)

' FERFTBREHID FEEI 2RI H-3iE 16987AM

FESROPE U BRFEIHER W2 £ ORHEA 2 (Rt S, BIRFESCRETESE DR
FRZEDHT DI, ERREBIEIC AT 53R E1T ),

_12._.



B —iEEIR{EA DRI

EFIRIMAHIRER R &0 5 b, IFOFEEL, Tk 24 FEN H—IEZ
EALOXG L 270, THlA EHIA ) (15t E (NRRFRELC
atb,

+ HUERIBRR( LSRR R

© PR R R R o 2

- BRI R

- EERKITERE IR R R
- B ERAGRE A R

- PR R TR R

FERITOVTIE, MREEORER. BHEETIL0H5.



