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a7y AL o TERERITEY, 20X 527 —21%, Hh)
A%, AT Tlll&ER TR T %,
TRBRDHEIT R O IRFEIZ IV TIEL Bl 2 EE OFFIDMTHEIZ &I - THRGE
SNTWDLGE., HDHWIEZ L OHEINEN & D56, BIKRRICBIT 5 1E
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2T, EROFRA L MTH ST, IRBREEE ME AR E S A HEE
THEIZH W FIEZ SRR U-RAL, 20 FEORA LT 5,

3.6.2  Tilli% DA FHRRER I EED < A BEHL
BRI NRBRIEE IC L > THIRENW TV DA, Ko PSUR Xiizh
LS D) /e 7 — 22 SN T IR OR B 31 D RAESE F R S o M
., HEET DBRICHWE FIEORBB & 412 DSUR IZEE#HT 5,

37 FALIAMKOI V=T =T NDT—4
DSURDHT1~T.3HIT, LT &2 MW TEHERBRLEENRZIERT 5,

o YIZDSURDGHA MM I IRBRIKEE N E 2 J7-SARD 7 A >
A b

o DIBDUMRIEBKIEHE NG L Z T - EE R AEFROBRMEY~ ) —F —
7
KB ORI X, B~ O E7eFIEA (adverse drug reactions; ADRs) OFFAf
T o6, MOBEMEDOBERZIRET 25 A —KIICAMN TH L0, FAER
OREH O LA TR e G, 2 ORERIO K IRBIHR OFEARIL, 5T — & DTS
BWTHEVMENRRV, L7 -> T, DSURDOY~ U —F7 —7 L%, 1RBRIEKL
U FEIKOSARTZT TidZe <, $XTOSAEEZEH 5,

FALY AT =T =TI, ERAECERRROBRRBRT — 2 & AfL
5, BRERT — 1L, BT LEBREOZ SN Eofil (f] . Bams) »oF
WRARER ST fEl 2 DIEGIN S HAET D561 H 5, IRBRIKEE 1. DSURZAERT
5 ADHTT — 2 Z ERRER L TiTe 670,

BRI O C, FMA RO L T-DICHEATH 2561, NEfEo THEDT
— X DR R T ENTE D,
HEEHRFERZIBNIEH © 2 — F{bIZ Medical Dictionary for Regulatory Activities
(MedDRA) ZHT25E61F. A4 VA NROY < —F — T VI EARGE
(Preferred Term) L ~LZ4ERd 5,
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ZOWETE, 2 — MUIZEH LEFFEOMIZOWTRH T 5, 4E - o B
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TRCTORIERZ M L2 T UE 2R 7220, {GBRIREEE OB L= b B 72l
TEH (e, RS2 W) ORATICZ OREGIZBH T 25, [Fl—H5RE 23 e 2 By
Wzhl x> SAR #3422 LD (B« A CERARRER I EOR F o MkE 2 &1
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i) 5 BE OV 5 0 T HE 2R &P C o HEE IR

) EEREIEN ; MedDRA 2T 235813, EARELRTT S,

k) w1 mIfE, FEC, 8P, BIEAE. A o Z OMlIIERE ORI
M ORREGR#T 5, BEORERN S 2856 132 RIBROREDO L D%
% R

D MERGETAA PEET 5, B BRIKEE N REE L ERAR
(2 25 G R BIMR O R ; EHER SUTH EAERIC L > CREHO—RT
b5 D LWIFREE  gEeE TIAM L2 lINE 5 524 7 2358135
kARG DR R)

KHA RTA L OFEE B, 5127420 2 MO LOFIZRT,
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ZOIE T, DIBD 205%#% DSUR OF —4 1 v 7 KA > b TITIRBRIKIEE O
AR TS Sz SAE ORFEY ~ ) —7 — 7 2 B LA EHZ oV TRl
9 2. IRBRIKIEE T — X ORBERHIVUTHIIT 5 (B ATFEIC S WS TIRGE S
NTWHHEANL, REAITEGINTERLTH D EORIKRRT — 2 BN AFTE
) . v U =T =T id, TRBREE K OVER R BH 6 5 F il T S A7z Bkt B K
(BHH, 7T 1R, BERIILICKDIBRNERH) 2L, SOC ZT&iZk &b,
WIS B 2IRTT — 4 AT o2 tnTEx b, b, AHTEERNRY
BlE, RIS, WE, R XITENLSNOSERNC SAE 2R LT
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WY BudraCT % 213, WM R Hill CFF AT S 72 BRIRERBR O Z D3RI E 2 T 5.
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ZOETIE, AESSIM RIS T L EERRBR D S IS S - BRI
HERH LW ZIMER 2O m R4 RICENT 2, 2400 O RIZAA
WMLTHEL, v/ TV AFEREHEH L TR LT Lz, 5 TIZH LM
725 TV HEEMEDORIEZ B T 21FHMS ZICGRT 2FH. S BITHT
RO T I N 5 R T 52T U AR FEHET 5,

3.8.2  HfEH ORI FER

BB KRS D5k o O BRI RRER C4 U BRI B E R EH &2 - 72854
(Bl = HE LRI/ FEFR OB D WRE OB RIEROFE R D 157215
W) . I EORMEEHRICENT D, TTICHLNI R > TV HLENE
OB A E T HERSC ZNICSGRT D 1EH. SbICHRZattos 7
NEIRBETHTET AT D,

3.8.3  RHLBHIHKE R
BT AELA. I IR, BRI eI (B W E IR
SE, AIIEVEREIE, AL TP OBRRRBIC B LR O B
KT BRI T D, BRRBAREE B T L, RILEB D725 DSUR
TERR DT — Z fEHIA & LT Okl h OR8N T b 545415, DSUR H CIE#AS
FE SN TVDIDEIAREOLENWH Z L EHY 95,

12 )7 20413 ICH E3 & CIOMS VII [T R ST\ 5,
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3.8.4 TRBRIKDEEARABRLISN T OIRENIfHE

ZOMETIE, IRBRIKEE DS FE M Lo, FEEOE A EICHE - 72 ICH E2D T
WEDHILTWDMMDO T v 7T 5 (F] BRI KFIA T v 7T 5 vy s
F—ha—2T0r T L FEEORE~OMHEH, H—EE IND, JREEAEF A
FE) ICHRT D, BRRMICEERZ AR LT 5,

3.8.5 HE D D IRFEICEE S D R w wth T — 4

DSUR D*4Th DIBBREEN . BAHID 1 55y IFS B E L LT IS
HCTHh DAL, BLAAIPEARRED DSUR ICH KT 2 BE AR AMEM R A2 Z OTET
AT D,

W2, DSUR Oxt 4L AI0FHBE IR GHITH 2561, Hx O/ IZET 5

FRAEBR Ik T 2 BE L AMERE ZOHTEKNT D,

BlDJ7iEE LT, BABIDFRFREC R R ERIZ OV T, ME A H/ O R
EOE % ORI TIZE T 5 DSUR FOENZENORZYS T 5 HICHAAND
ZEBLAEETH D,

B A A HPEED DSUR OIERIZOWTIE—fRRA], % 2.5 THTHA X2 A& IR
LT,

3.9 N ARERI D ORI,

ZOIETIE, AR PITIRBRIKEE S ATF LI ARBRe (1« BIE3aER,
EEESE, BB Y (registries) | FEMRAY — A T X717 F A (active
surveillance programmes) ) 72>56 B 507 - 72 BE L 2 ME R 2 2T 5,

3.10 L DEGERFERD B DZ2 M )

Z DT, A SR ISR BREHEA DA T L7t OBRRAER (1« B
{LEGRRBR O OF AT T A Z 7 U v 2 OfER, LFEBRRE DN 2 22
TR EREM A B D I 9 25 MRGER ) b DL EVEF#R) 726 0B 2 e VE
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3.11 itk O ARRERICEE S < R atEiE R

BEEERWT N O ETIRGEKR 2% TWAHEA L. A xSRI H o iRk
BICHRT 2, IBBIKEE S AT Lo HE R MR, R 2325 o 5 i
TRBREAE 2 . AR B SCE O SR ERE L MG B OWRTIZ DR - 7z
AR AZRICERNT 5, ZAUZid, AR I HICBE T 2 28k m R 72T Tl
<. WSAME ., Rk ~oOR G (B - i) . BGRB8 ER S & OV
LEDH D,

3.12 FERRIKRT — 4

FHAT R G ke 6 T L2 FERRIR @ 1n vivo KON in vitro i BR (1 : A A
JRVERRBR, ASHaBR, SeEmEERER) (CHORT 2 FER LR OB RE TN T L, =
DFNRDOE L | REVEREGFHE (RATA RT 4 0% 318 THBM) TELET 5.

3.13 ik

ZOHETIE, SRASRWIM TR E 25 0 572 B sttic R STz,
HDHWVEIREROFER L LCAF LIIBBREICBET 28 LWERRZ SR A &
D, IR K ORRIREEBRIC R 2 158, BdEMES H VL, [F—RioH
ANCBET 2 MICONWT LIRS, Fabiks L THRINIB L WERRZ M
THHRIZIZNZ2ZEHI L, ATRETHIVUTTBRKIEE LT OWED G L& 1 iR+ 2,

3.14 ftho> DSUR

BRI, 1 OOBBRIRICKH LT 150 DSUR BT 5, Lol 168K
TN 1 OOERIITEE D DSUR ZEkT 256 (B : 72 DEIGE, BRI
FHE, FIEOBBREZIT> TWD) | o DSUR 76 OEKARHLAARE EOMO
HICIHER SN T RWEGE, ZhLEAREIZENT D,

TEBRIIEE 1X, AFTREZe &, A QI I Y 34T B IE O i PR 3R 2 2 0
L 7= B OiRBR KA 2> B3 &2 5% 11 7= DSUR IZRE#H S T 5 B R B 2 AT IS
T %
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3.15 A7k Kan
HELREBXIIEMEZE N TRBOREZ B E T 21BE TIL, Ao R
AT OB OIRIFEIE L g LT Ao R inzR_e3 257 —4% (] 2Bk
SEEREIZ 3T 2 87T LWL MR O BERRER C, DIfE OF FEHFEPNREICH - 72)
IFERIRRBR DR F (KT 2 EH R Y A7 2R T HAREENEZ X ONHDT, £
DT —F KA TERT D,

16 FFEOHI CULE L 72 55

ZZICRHET DRI, AE - MO B E AT T T DI B ER D TH
D, DSUR OFATEEE LCTIRET 2 Z LN TE S, RIS X4 E - HoHR
flEfZZR L, LTOEDOHEENKLE)N, S HICENLREGE T HEKRBRO
] R 1] PP 1 Pl =

. HERBWEHORE Y~ —F7—7 1
M AEA . A SAR OBREY~ Y —F—7 Lz, SAR O¥% a) SOC. b)
BIVEHHGE. o) HEREBNZGEHET 5, THITE 2WEIERRHGELZFFET D,
. AL PICE T LgBREDO Y 2

FRRERER O S INPICHT LIirE D Y 2 Middb e &b kOERE AN D,
JEFIE S, BIARE (EEERMBRETOS AL H D)  SRE DR, LT OME
WX WHOMNZENT=LZeMEOREEA, DSUR OF 18 I T E Y Fif 5,

. A G A FHFRICENE U CRIREER D O i L 7o g o
J AT

DY A M, BRI E OREOFEIIH D LT, HE R I A EE
G L CHRRRBR OB L= 2 COWBRE 25887 5, Z OBBRBLEGI OM
FHo X VSN SN ZLME FoOMES DSUR OF 18T THEH Y Fif s,

. 5 T ARTBBR S 5t 11 35 OO B R 2R AR B
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K ERE AR AR RE N PRI 6 Bk 5 Ji 5 ey =5
FIBR S i R 8 D BER 72 28 T A AT R

v, AR PIZ 2 S T AHTRER
T2,

. HETREOERARLEE

AR A P e & A7 B R e BUE TR IR AEY R 72 28 T A AR TH CELKY
L. SNOHDOEFIZ X » TEL DI ZEMOBENZMENHIE, DSUR OF 18 1
TZRICOWNWTELET 513,

. A2AE DR B A 2L

AR S b DI S 165G B OME 254 5, US IND fripd i3k
EEFRAAE 2SI LIS d 5 2 &4

. US IND (2 B89 % ARAERHTRE O FL bR

BB E N e, US IND (2B U TIRBRIKEEE 28 CRIEIRLH S /76 D)
B, 2 A b BHRZEAET D RMBRBEIC OV TOREEAREHICAN TS LUy,

3.17 F—#uv 7 KRA L MEICAF LI H

T—42ny 7RA L O DSUR ERHIC AT Lc, HBERZEEOIE & 720
DIEME ARBEIZRART D, BIRAIZERZH LVIESISRE . EERBH T — 4,
B IR S 2 R E 3 g AT A NS IR BRKIEE . DMC M O Y JR Ay e 4t o o
B CEM LIHEEN ZNICEEN D, ZRMEREFHE (B 3.18 IHEH) 1TV TH
ZOFLWT =X MR ORR ET D,

13 <512 US IND #£#1%. FDA Guidance for Industry: INDs for Phase 2 and Phase 3 Studies —
Chemistry, Manufacturing and Controls Information, May 2003. =% & B © Z & |
http://www.fda.gov/downloads/Drugs/GuidanceComplianceRequlatorylnformation/Guidances/ucmQ07
0567.pdf

14 US Code of Federal Regulations 21 CFR 312.23 (a) (3) (iv) ; revised April 2009.

http://frwvebgate.access.gpo.gov/cqgi-bin/get-cfr.cqi
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