EBEEHK1116815
THR22%11A16H

%ﬁﬁﬁ%ﬁiEm%(%)E 2

BN MEERE R REEERRRE o

THL9 SEOBEHRTMAEICET 5T A KT A 2 IconT

EELROABHBBOEN TERSNLH I DEOBKIMFEC
DNT, RO LBOTA RISV ERD ELDHELREZDT, %%
THEAEREICH L THAMFBECLE T,

CRBLERTA R TIA T, BRRACBT AR FHMRAICESCER
%%2ﬁ%ik@t%@f%b FHEOESRELRKLZAED
CRICESWELROTHANE, KT LI W RLEFEZESTT
5i9*®5%@fiﬁw:& BLEBEZET,







B

mao%@m%ﬁﬁﬁ%m%faﬁ4wﬁxy

B %k

S =SSOSO oSO 1

T R . e e e e e e e 3
1. BB BT BTE D O BRER oo 3
2. HMEHRERBR oo oo ee e oo r e e 3

T BRI oo e .3
1. 55 SEOERRBRO T A AT HEARAE XS 3
D0 SHEBEEM oo e e oo eeeee oo eeeeeees e 4
3. TEBREMEIETIHER oo oo e eeee e eeeree 6
Ae BIIHEETA oooooo oo 6
N 2 E e 6
6. DR UBEIIREE DB oo eeeee e 8

T PEBREERORE e, e e 8
Y T 1Y=:5= == SR e e 9

TV BEBRERBR oo oo e e e eeeeesoeeeee e e eeeees e eeiereeeee 10
1 BBBREEEEBABR oo 10
O HEBREIBRBR oo eee oo eeees e ee oo eeee e 1
3. BBEEEATRRBR .o e s 11
4 BEHEEBRIBR oo seress 12
B B TR T AT oo e 13
R 50 T AN o L 1o 13



I W=

50ﬁ@\%50%Q%Kﬁ-%@@%@ﬁ%-@%wﬁ%%iﬁﬁkbf‘%%'ﬁ
BOBE. SLICIEREERLANTIR, BYREOH MRS 2 LSS RS
Thb, EENROBROFZROESIZLY, 5 SROFBE. HEEFHLMZESh>oh
HH. RIZICHACEMASATOARY, 5 ORISR TEBINICH b, EEARE
IE10%ZEBAD EHESN TV, £, TRCOBFEOEEIT 20~50 EORIZRFT LT
WHEBHEESNDD, PECEBETLALND, I OROEIE, I OBRER—ED
5%Wgﬁﬁﬁﬁﬁé%@#%ﬁ@ﬁ@%@if&ﬁ?@D\é%mi@+%ﬁ&%ﬁ%
SNTRIAICOIZVI ) MERBFEET I bbb, DD, BEOLTHREREIC
HLThH, BRPRO ISR EHE, 2 L TRENBREIRE, Fo0EEET
b5, B |

5 OIRDWRBEIL, 015 SREROYEIC L VR, 202 EEOEOR 2”5
ZLThBD. S ORMOBEOP LTI L EHEETH Y . BIEEORIEIE U O
Wb D, BURTIE, H15 SFWICII SRR AL CICHBRRE S %, BREE D h=
YR IAZPAEFE (SSRI, selective serotonin reuptake inhibitors) . @ b= - /L7 KL
T U R Y AZLEZE (SNR, serotonin and norepinephrine reuptake inhibitors) Z213%& £
5, , \

AHARTANT, Fio0EE LTHESNAHERLOFEDER OLLME L2 RT3
72, BERRBROFE, FEi, FHIESIC OV TEENFE L FIEZES L0 TH B,
ATARTAANTHECLDZEICLY ., BRAREZRZNOMENICITV., B8m E2RK
S, EEMICO—EOFMMAELNS Z L2 bDTHS, LvL, 5 OFEOEERY
FOEHAIBTRIE, 5% bRERICESRT 5 Z ERFREIN., T LVVREE, JBRENEA
ENBMAICEN T, AWA FI4 L bEERTSNE~EThD, £, AHA KT
YOERICE T o Tk, BEMABISH BBE. BT ULbATA R4 cimb o b
TGRS BEEND, | -
D ORI, BRI 222 Wi ¢ H 5 DSM-TV-TR (Diagnostic and Statistical Manual of Mental
Disorders, Fourth Edition, Text Revision) Cld [ K 9 >R 44fEZE | ICD-10 (International Statistical
Classification of Diseases and Related Health Problems, 10th Revision) TiZ [ 5 2=ty — K|
&Uf&@ﬁioﬁﬁﬁgj%fﬁﬁéhfwéﬁ\%ﬁi%@%%-%ﬁﬁ%ﬁéfi
O - DO BT LI EREMNTHY ., KA RS54 TiE 15005 L5 H
ECH—T 5, | | | |

FABEREZ BV & LRI, —RICBBHEOBAIC LV BERBASE I,
SR, BIHE, TLTHEMBETCKEN5, LnL, ICHES A RI1 > (GHERER
D—FFEEHZOVT - TRk 10 45 4 A 21 BFIERES 380 5 EAEEEREREEEH
EEH) TiE, BRRBROSEOEEE L THBEHICEIARSIETISLT LLSIb LS 2



< BRI L 20EREE L EERTWS 2 L, ICH B9 #1 KA v (IERABRO:
DOFEHIFR TV T  FA 10 4 11 A 30 BTEREE 1047 5 BEEBERLLR/F
EEHREEN) TRIOHMEMEASA TR ELBEL, AVA FIA 0 TIRE
RERO BRI LB T2 X BRICT 5 0ic, FERBIC OV CITEREEMR, B
HRBR ORAME L LT 5. o |



11 FEEEPE Bk

#%Wﬁ%@\@%%%$Vﬂtfﬁﬁﬁ@&éﬁ%&@xyu~~yy OEEE O
DR, @t MIBRET BT LT@ﬁi%@@ﬁ @EVHEEROBRFLOE®
ﬁ@&ﬁ%ﬁ%?%%yﬁ%@t@@mﬁWﬁ EDTDITRDOONDbDTH D, R
HBRL, ICHAA BT A L EDERNRIA FTFA o TERENDREThD,

BHA RTA N, ) SEOBED =D OIBIRFHEN A T4 ThHBHZ LD, —
RN LB IERIRRBR D 5 B, H1) SHOBBICB VW THETREHFHL LT, 2h%
BT B2 D ORBR CRYBEABRIC OV CRET 5,

1. DhEEMT B0
(1) invitro #Bk

MR LEDE AT RLvFVy, 7RV Y Em b=y, R8I BEX
Z I UF) DREEE ﬁ'?‘%)ﬁ:}ﬁ%iﬁﬁﬁ”é iz, BEHREEDED b T AR
= =~ OREHERACRVAZEEEASIC OV THRET S, S50, BRED
MRS U7 SRERIEFR L-Ob\f%@”fﬂzﬁfﬁ%/\ﬁ‘%éo
(2) BWeT vE AV ‘ ,

E e BT DEWET VERVZREBRICIE, REKKERER, BRERR, SO
VAN N @%%ﬁ%?W’iéﬁﬁ‘@@%ﬁXFVX%?W’ééﬁ%\
Novelty-suppressed feeding ﬂﬁ% AP BB E T I L ARBRERH 5,

(3) R OIEFIERI Q’DI/\T HRRFIL, TNEMAT-BKAROHESEE1T O,

2. FEWEhEERR ,

(1) &z AT, 56, R Jeita e, Iﬁgﬁi@ﬁ%@%%fﬁfﬂ TrAN
EHOMCT B, B TOERMER CEERBROLUREICHIOET TR, B RT
DEMER CHFERBLOFEE 2D DA TS 5, ~

() inviro BERIZ LV | & MBI HRMEEROME, EWHAIEREORFEEITH, &
LICHEITIS U CTRABRED NEE, FAERBRET5,

[ PRERFHIETT ¥

KRETIE, Lo >EOHFEZ BN E L %Eﬁkﬁaﬂ“é%’é E LT, ERAGRBRE D
BREERIRBROT F A VREIZBIT HBEBE ROV TEHAT 5,

1. O OEOBERRBROT VA VBT ARANE L



SRR 35\ Tk, BEHREBRIC L 0 A A S A & 7 00 F BT 2 VITEIC T 5
BB, PO OEDMBIBV T, 7 7R EE RV UTBREOELA RS A5
NRVEEMBIEAERR CUIRSHERED) CL W IEREOHEHARLRE LADER
BT 5 = LICIBRSRS Y . O SEOEBEORIICIL, 7T RAE B SR
REBUETHD, TN I ORBEEREE LEBRRBR T, 7RIk 5K
HERE . EE—E LRV D LD, NERNIE £ R EAEE LR R IS
MRS CUIRSHRE) CBV T, EBORSOMEEA R TE RV EDTHS, ¥
frX, ICH E10 A FF7A > (IEEERRBRICEIT A5 BEEORIR & ZIcBhE 4 A5
IZ W FERL 13 48 2 A 27 HAHESRERE 136 & Fé%@éE&%%ﬁm@&E@ﬁ)
EBRENLL,
%ﬁﬁ%fm\i<%@éhﬁ@m£%éﬂt%%ﬁﬁm;@\ﬁ%ﬁ%ﬁﬁbﬁ@ﬁ
WRENDLERDD, Ll B0 S SRBEICT 7 ER e RIMMEST5 2 213
EMICEE CH D70, BRRBIIREHMEZBE LTV, RIS Iomk s E(L
LB E DL RICOWTIL, FHEBRRE TR L TR ZERRETH S,
RIS, O OROBRRMRBEORITNRROZ SHIMIT 6~8 BELREIND,
BSEME, RAMFHEOBAS O 6 B EERET S LAEN LB bR, Eik
EMTEOBRAS 1T 8 BB 5 MMERET 5B A HBRNERY SET 54
ERHY | EERBROBIOICE L TAEN BRI ESXRETALERD B,

BEERSABR O E M T R OEALE R RD SN HBRE I LT, SHRBROMEESE T 1k
THIE bH AN, BIREN R EMRERBRICBITTRERET S 2 L1, BBRBAT
2 & 0 SEERBRO SR I B R RIE T AIREES & B IR S AR,

BRAERBA Tl . B EHEICE L BEEE A MR LT A D LABRETHS, BRRBRO
HEYITIS U ORISR ORI 2 N R E L, SHEEME, 5 75 RSB
BEEMZBRATHIHFRICOWVTRHTDIZEL 1 DOFETH D,

2. x4ER
(1) BREMER ORI EEORE

BRARRBRICB W TIE, AR OE2EFMICE LB REMLBRTE5 X918,
EBEAICE R LSS AV ORISR ET 20 ERH 0 . FERFEMRED 2
THET LI LTI HINETH D, BFRFR COBMELE L L TIL DSM-IV-TR O H A
RIS, -

R BIT ABOEREEIX, BREBICBWCHEHEZERFMMREO D v b4
ZEICXVBREESND, EHREEHAOEREEOLMITEHUETMICEELRIETT, Y
FEOBABIE., PEEU EOHREEME NS E L CHBERRBREIT Y 2 L 85—k
THY., LT LLBRED D SREEEEW D LER, BRI TEEL LR Z 5
Té%AT%OT% %W@&%ﬁﬁ@@éﬁf IICERBPEDONDAREER H Y |



pict WIS &Sb:hﬁ_ i, MABREROLEREEE L 2 51500 Tl BOMEHE
Wb R RIT TR bﬁﬁ%éo Li=2-T, ?ﬁﬂ@ﬁﬁ%ﬁﬁﬁ%ﬁﬁiﬁaktﬁéﬁﬁétb@fﬁ
BEEESET H5E (7)o DU 7RBE) ik, 2 b ERT D EERRICERE
L%H%t)’\hﬁphé%&%%’%@@ﬁf Ehfm&, i’xﬁgﬁ“éﬁ%@/\ﬁa (R E 72BN

WCEBETRETHY | ERFMRED D v M 74 B A OB R & R
:aﬁ%%’e“é@ﬂiﬁ< EEL Jﬁ&/xh%ﬂé%ﬁ%%i%@@%ﬁﬁﬁ?ﬁ%%mL RET
BB —DODFETHS,

FHBHEFEED 5 DR Y — Fid, BEED S > L EREMREREEDIZ. 55
RERFRE LEBRARICB O TN T REThS, £, O SEOBEELAH L
LEBERERIZB N TiL, ZoMOBMER HEETE. — VT U T BE, &
z%f%ﬁ’f) DRHEITE ST K X < BB RITT =0, ERMICHE LBRATRE T

o FIERIC, AOMERHEICEER RITTEEZONAFOMOER (F 2 1F, FEIRA
5&#30) ZIRIK Sy (ARSI ABE) DOEFEE) ﬁ>f£b\ﬁx%ﬂ%@%ﬁfgﬁﬁmﬁﬁb BlET 540
Eb5,

ERARRBR P D R ORI ST AR A SETHS (T 5. (1) s
RUOMBERESICEES 28EFES) RO ML 8. (1) /NEEME xS E Uk
DEER] OBESR), BRAROBRLETIL. ERIEMAESC L BAmicEEL
B OERIESECEEOBANEZRET 5 & Th D, '

(2) VERHBREK :
WRERIT, MEHENRBRICE ST, RBREM, BIET X B RURRT VA
Ji UTHRESND, EHOEITHIKICE TER S h 5 ERE LR E £ 5 58
ZiE, EEFTORRLE ARANEF TOMBIC—BEHEAELND LS EETEThH
Do AL, TEBRLRVEBICE T 2 EAME 2 HI2oWT) (ERL 1949 A 28 BAHE
BELIE 0928010 5 BEAFBEEELRBDEETEEERM) QA DEM 6 25K
EHTE,

(3) @EIZONT .
5oL, ElE (65 MLl E) THEL<BYLNED, ICHET A K54 (1%
R (S S D EESOBRIIMEICETANA RS 1220 T - Bk 5412 4
2 HAPEEHEE 104 5 BALAEERHFERLEREEM) KO ICH BT 14 R4 »ic
B3 QRA (BB ICHASh 3 EEROEFRIGECET 5514 R4 10+
DEBEE (Q&A) IZ2W\WT : Tk 2246 9 A 17 B HHER BEAENBEEEES

REEEER) 2HE 2 - EIERORLAEORMBLE L 25,

miE L EmIE OEMBRE T 0T s A VETHL O RERRH D LEXONAES
%uiéﬁﬁﬁﬁ%5ﬁﬁﬁ)&i? WCEimE 2 e LIEBRRBAME L 25 Z LA

—EBEIZIE, BERAOEER T iz@*b%mﬁ%‘%abéz% e, Eiz, BREER
ﬁ%ﬁ&v:‘%@i&%%@ﬁ WZOWTIL, ERKROFERSHITIG Ltﬁﬁ%%%a@?&%ﬁ%ﬁfﬂ



T TAUNE il R Ol S B TR MER O R EEICER B 2O pRET 5 Z LA
WHETH D,

3. TRBRIENE HebkRd

BBROERRE (EREEEORRESLST,) PNEDETMESICEBLRIETZ LN
%5tb %%mfﬁwﬁwﬁﬁﬁk%<%&6ﬁwi5’%@f%*éﬁ%g?&5o
R, EREREMEOREL. KRS T EOWRE PR L. B ERER O
&wﬁ ERIRNVEOEETAMENRSH D, ML, ICHEY A FT 4 v (IBERBROZD

OFEFHERL 12>\ T ERL 1045 11 A 30 BfT L%%% 1047 & F%éiﬁﬁ%}%%ﬁ
EEEREEM) 2BRBINL,

4. HZERHE . :
AROMEREIL, N— R T A RORBRER 5% O 5 SERIZ OV T, ERFHER
EERHOTRRHICAT S LWEBEH 5, ‘
EERAETE . EEEER OSSR S E BRI Tﬁ@lﬁ{/ftigikﬁFﬁmﬁiﬁF%%fﬁ
WHIZLEBKBETHY, FREENPPARBICRESNATHD NI NS DRFMRE
(HAM-D: Hamilton Depression Rating Scale) " XiZ MADRS (Montgomery- Asberg Depression
Rating Scale) DOfEFANHEIEIN S, FEFMER & LT, BHKIHERIZR T 5 ERETHMR
| EORHART ON—RTA U DERERIT B AERD D,
BIRBZ2 AR, EERHRE R TR ONICRER OB Z AT 5700 TR <,
BONEROBRNERLRFTIEDICEATHS, BIKFTMER L LT, XERE
St ETAI L R N T SRR S RBE D RS R e AR R = /’G’)i"’ﬁé’ JJU/{ FOSE, EMRER, CGI

(Clinical Global Impression) %% &5 Z L BRI 5, . USSR, IR R E
gﬁzn?mmwX74/w%ﬁo%Mkﬁ@bt@%ﬁ@ﬁA&ﬁ%*né e, &
/ ﬁ@é‘l XD OO EFREPEEICLE > HBEOEEGTHY . RBREHE I &R RE

EEIAATOH Y FATEBPREIND, '
Fﬁ&ﬁ®ﬂﬁﬁ%uowfi\ﬁ L7zfHlRA{TH 2 &R TE, FHMEFERH OIS~
BB ETAIEDOIIEE, +Auﬁﬁﬁézgm&5 o, EBRLRIERIZBWT
IEERHIRIC LGS ESRRD NV IBRET ALENDH D, -, BIKRR
O BN IZEHRE OB OV T HEMT 5 2 E RSB ETH S,

5. WAV | |
TRERE A 5 S LT R E A U T T OMRE U< 20V SR e 1. 1A L o
HEBGEOFEQIMTIC Ahb b (HEES] L LTHRY., BEEE0 LEBELD

1): HAM-D 12 i3 S b Em s A /B S L7z AR & L T SIGH-D (Structured Interview Guide for the Hamilton Depression Rating
Scale) % GRID-HAMD (GRID-Hamilton Depression Rating Scale) 730, Wb 17HEB S L id21 HE TERE
N3, B—BHOBRCIBOTE., FEERBROBRBALETEL RS LS CA—OBREZERTILEN DS,

6



@%@%ﬁéﬁv%@m%@%rawﬁjabf@@mao

HEFZOEFHEETORBICOVTE, 5L L ARPERESSE (I 7. %%
‘%wﬁ@ﬁﬁj®%ﬁﬁ)%kwﬁﬁ%ﬁﬁﬁé LAEREL B LI, BEEEON
w.OBRE, RERHROWAS, BREORIBRL., LEBOHE, KB, HBRELORK
REROUESE LRI ILEN DD, o, BEREO T IR OBEOIER . &k
ICOWTh, BERERCTHDLD mﬁ¢62£#&/o%L&U%®%@E%@€$$
BZHOWTIE \ﬁﬂ@ﬁ@%mﬁfézgm&é

ZRMFMIL, BWRICBT 5 ORI T, ZelTu 774 1E LCESR
AEES, 5 OMBICE O TERT RS AEFLITDY GHET 2 0885 5,

z’réﬁ?"m TrANE LTEERAEEESIT, BREOCIERAMF (Pl ko b=

B FASURERS LT RUFY CRER~OER, Hia ) AR 24 3
/WW) THE L EEESCH D,

S OFIEBICB VO THERTREFEFL L LTI u?ﬁijﬁ%@m%é F, oz
NHDOEZITONTIE, BEREBEHICIET 572010 bEEL SN THERENH 5
BEIITERT S 2 EEE LI,

(1) FWHEERUOMRRAEECEET eSS

BEEECHET A EEERIT. SRR L OEEIC VT OIS LTHET 5 %E
Bd5 M BRICEET 2HEES M) >EOBRETIIRET AL b b DTLE.
ERECEHHIEC SV T, BRSNS ETH S, g

HRREECEET I EEES (EIRCHEGE) 12on T, SRR 5E
AR THRAE D QOL RASIMIEICEET 5 ER TH L0 O THET A S4ERH 5,

(2) RERFED P ICEE U EES K ORI

TRBREDOPILIZBE L - B EES (BUUEGERS) L EFEEICHVL T, FHMHA Fo
EEEE 2 208 L C, BRI S USRI 38 TR B A2 L ECEHET 5 %
ERH5,

BRIRRBR ORI O TRHC IR 2 B ET 28B40, “hE TORERBR O
BEA D LISHEY RN X 0 O R AR E L, FORMMETM TS D L RLET
Do Fic, BBRAEMBF 2 A LRI EE LB EFRORESTRAROBAIC S,
BB HEVEIC SV CHIRRBRIC & 0EHET 2 6 EA B 5,

EEEARE SN RACOVTIE, FORBEBHMOGERESETHS - L HEEL
T, BHBRERBRICBVCHIMET 5 LERH B,

(@) CHEREEICEETIEEES

CIEREECBET 5 A FEFS (HME, Hk, B EnES) oz <, 08
HBREDE/T A—4 (QTc MIFE) O bUETH S,

(4) MEERERE R OIRERHEE BT 5 EES

2): BEROBBRIEOFHEREIZIL C-SSRS (Columbia Suicide Severity Rating Scale) 3% %,

7



SEEROER L L TRICRESRD b5 L bbb . BREDAHCEE~DY
WOHCH . MEELERE COBRMROEERH~OEBLTMT 5 - L AUE
Th5,

(5) MmEFEECEETI»FESFS

MR L | A BRI R SRR BRAE O R 00 AR I S\ TR B 4
HRHDH, ,

(6) VEHERE EECEETAAEES ;

MR RIS T~ DB SV TIHET 5.

%ﬁm%%5~%m&ﬂ%:mz UEDREET T 7 A VL LTEERAEEEK
V) SIRIBRICB O THERTREFEFS, FIOEERECHEET IAEFROLII
BRELERIIOVTE, BEZHFLATNS HiE#HE b LICHEIICFHMEZATY BEITS LT
T OFFEACIRRE T E 2 BRRABR O AT L 0 RS 2 L ED D 5,

6. BHESEROGHHEEORE

—RRIZ 9 OIRDIGFETIE, H1O DEDOIEN #Tﬁﬁ%@%%ﬁﬁbﬁﬁéntb &
MRRIESE BTN T 52 EMb DA, 2 b OBHHEER OB REERITE SR O A
Tl AW b BB RIET NSRS S, ZOkH, BRRBROERPICHERS
N7 AT ORFER ORI SV L. BRSO T 5B ST 0% 2 MR
K&HL&%@%@%?%éiim‘%@W%(%ﬂ%ﬁﬁf@<\%&-%%\&5%;
MaErat) LERBNERETILERSS,

P X PR A T B (N TN S BB BN 3 720

BEFR SN B MRERERIC oW CIIAER OB EEHE L2 X 5 ITHRE L, @%ﬁ%ﬁwﬁ
FRIC STk, BRI @E?é LAEE LV, R, SHREEICOVTY
FOERFEFEELAVE S ICBE L, BETVNARES O RREL. AT
L BT A O AEEIET RETH B,

7. HEEREE RO :
| EBEERICOVTI., EEALOBEUNE, PERER OO RRIESE S A T ST
I RIE L B, WRE S R EREO AR CESMICRIET S, T LCARIK
ﬁ%ﬁ@%@ﬁm%ﬁ%ﬁﬁ#ét CEEREE TH DI, RIS TET 5
LBBETHD, | |
WEREISR L LT, BN, i, ZE, KE. BEES ObkbLIAR)., B
%Eﬁﬁ%oﬁwﬁ%&ﬁﬁmf BEALRE, ERBETBOME. HERE R OA HED
. AR, SRR, D505 0HH. HRIEIEET ORISR E O
SEA. RAIEEOH &L TOWE. PHIER OCHAREONE & BRISIC >V TS h



Do

8.

LOMOBEEE ,

() NEEHZENG L L ERABROEE A

mﬁwﬁoﬁ%ﬁ%&bk%%ﬁ%mowf%\EM%mfiﬁﬁﬁ%aﬁﬁmg@
b5, |

BRI IE CREE S 1 B RIS EIS . — 431012 DSM-TV-TR A S 1B, Mk o
RO F Z18 LT, BIREER U EEIC S\ Ol REEORSEESE D
ZOMOREHEBREBEONCRAT B 2 L BTREL 25 L 5 I+Hched L EolEd
BUENRDD, FEOBMICL Y, BRABIL NG O ROBRIC SR /- B
FETERT o BERD D, BRRBRONEREDERFEELFE QErd 11E) 7
BOFE (12855 16 T 185%) ¥ L T5881E. A—0RBCTRERVEVEL S
EYBZLEFESNAN, ERETOERDH A ER L TAERB CORMMATE L
185 LD ICRET~ETH D, , :

EBEREPETMIL. (SR O S AR ET & Fu/N AR ORI 5E L 7= SE ik S
REZRWDHZEPBETHY, FHHEREL LT CDRS-R (Children's Depression Rating
Scale - Revised) %535 5,

ZEMERHEIZ OV TR EBH ORSHE (T 5. M) OEBMB) OIENC,
RER OFBEE, R, WU~ DEEIC ST b I 5 LERD 5,

INRD 5 S a5 & Ui R RERICE 1 5 2B B S\ T, R B 58
VEThHD, ZHUE, B CTERSNET S ERMBRBOBEND . H) >EORS
BEICIE, /NREECERORRIENE < 72 5 AR ASE SN TN D ThS, Li
RoT, BHEE (EMOREE) LT, 5 OMOBIEL BROBRIEIC ST
BT L BRETHD, T, BHEENBREOABOMRESBENES L 5 25
EEAER L, SEESICHE =T 55 L AHR SRS,

HWRBMOREIZ OV T, EIEEX bNE 25T, EREEOREDIEINC,

BBREANPERTE IFECHBAAVERAXELMCAE L, BERRICONT

TRICHAL, 7R EEAIEZZTRVANRERE NS OFE) bERETRET
b5, FMIL, ICHEI HA RT4 v (NREICEIT 5 ERLOBKRBRICET 55 A
FUAZOWT P12 12 A 16 AN ERES 1334 5 EAKERTLREEEHE
BEREm) R Eniun, '

(2) BEERBMES DB L LBERRBOBE S

I OFDBEINNI 2 RIBEET> TH O RDENE LRV BEEMMAFET S
ZEEAMBNTVS, BEIX. 9 ORBICBIT A2 EWIGEEREME L it AAMICEER

3) NICHEN HA FF Ay (MREMIZEBIT 2EZEROBERBICETEHA L 2co0vT TR 12412 A 15 H

MERER 1334 5 EALRERLLREETERRBEN) TRESA TV AERES THS,

9



Y. (AR RRS 2 BEE EON > SEE, A RAOH RIS LT H—
EOBFHENELNRNRIEL B X TG, HIEHIE > SR A iR & LRk
RBTIE, 7 ORIRILIER CRAEEICE T, BFEAIEO RS 2 BRI RET <&
Th%,

v %Wﬁﬁ

K%f@\ﬁioﬁ@%%%ﬁ%&bkﬁ%@%%kbfx%%@%&%?%ﬁéﬂé
EARRBROBHNCRBHEOZREAS LA T S, BROURBEORIERBOT A
RECBITAEBESICOVWTL, I BRIHMESE) 0BEZESRIN, 2B, BERT
— Byl — D DRSO ERBRETE OFEMIZ OV TTIE, BHIY R & OFER A BB IR A
F5 L BREE LV, | |

1. BepRSEEmaER

() BBy :
5D A SRR BB /8 DB T, TABRER YD T MBI 5 MR IEER
BREFERT D, UEAREL, LBMRE SN ERORERASBEESEXEL L, BR
BOY NEBITARARBERORMNEELAME TS, . T OB TIEREDE
MBHREEIN T T 7 7 A L OBETBAT .

(2) xtZ4ER
BHIBICRERAZRE &+ 5, Wil A Ed Ry U, Bl EERS R OREE
) OMBREOREEITH, BEL. KBS, HREIART TR LR
BECERT 5, »

3) RETYV 1

| REMORRICRLEARB, £, BREOHERCRERSEOEDBIEOR
BEEREICERT S L L bIC, HEICET AR E THIMICIT D - L A8 LU,
O M- AE | ,
HEBRRRBR AL D HEE SN R RIS A EDO MENE 50 bR L, Zatk 4R
LMD, SETHSNABEEARMLE CHMBESES, £k, nPRyEENRE
BIRIBICHET 5 £ TOMM, REZEE1TH, AECOWTIE, ERK COBEAFESL
ZE L. AROPBCR ROV THRIT S,

@ ZeAVEEHE
LRMIZOVTI, BRIER, MENFTRECRER RICOVTOREET), B
EE L LT, (KE. M. BRE. R, AR, OER. BRE. BRER, s
K. BEBERS . RRERICE U OUREREE ZRET 5, —MEFREL LT, MK

10



EAFRIRE, —RIRRE, RRESZITS, RRPICRE L REREFTRLTE
THEDIE, TRTOBREE D2 & HRBROBIEHTR OTABER 54 TR,
VB CTRBRERPICBITS, SHI0, WREREETHL—CHN. RBEED
R ZRETOLERDHD, £, FRINAEHABEZZE L. SEL SHL55EESR
ErERT 5,

©® FEwEEOKhE L

HAERE (WAL - 5947 - (R3F - BBl ooV T, BRI SRR O 4 5 s 5
DM FHEZRIE L, R R FER (AUC), 27 U7 TR, B,
B i PR EIERR],. DA, ERMIS A RD, BORROBEERVEEFED
REDTDDBET B, £, WHEOFESL, EHRIBICET 5 E COREEK L
EOMPRE, FREOHEE, FOBELNT 07 7 A VERLNT B,

U EORBROFER, BRIER, MEAFTROER L O—RERREEOBREEEHOEE
LRRES . RAMICOWTHERT S,

RERERRA £ X LT 513700, BIE (65MLL) 2R L LB, £, BRED
FOBREDOHEIZ LY, IS UIBHERE B S5 L LERESSERS
EVH D, o, EMREEARTRESHIEEIE. BEDOEY L ORFRBREIC L et
BREEHERD D, ZOXIREEICBO T, MERNET 5. TR, [EXRLORE
IREEMENERBRIZ OV T (B 13486 A 1 ATEREBERE 796 5 EASBEERRE
BEEHRRER) KU HEGHEERORIEFIECSOWT) CERk 1346 A 4 BAHERSE
EH 8135 EAFBEEERREATERERN 2BBSh,

2. RN
() HAY ; , ,
REMRBEO BIL, BT, BREERBR CEAMARRSINE LT, 5 oREE
ERFEE LTHERISEFBEZH O L, RIFRBICH T 21k - A2 RETS -
Ciibhb, ‘ ~
Q) HEBREE T 5 HE A
REMAR CTHEGCERERFT 3 BE0ORBT VA L0k, @EiL, EEAICE Y
I TEEBERETOEEREWATHELEEC L) CEERABREER L. SR
MZ. Hia< & bRBRESE 3 FRECTT) - LRSS, BRWRRIL, B/INES
REIZOWT, BERFFNRRENEREL 28 L 5 ICEHET 5 2 L BSEYTh 5,

3. MIEAIRBR
(1) B ;
@ﬁ%ﬁ%@ﬁ%@\%%%a&m;ofﬁ%%&iéﬁﬁﬁﬁéh\%%ﬁ%ﬁ%

11



ESREEMICOWT, AR RIEL, RAMERNT S LICHD,
2) RBFHEICETHIEER

BREEMRBRORRT VA > & LTI, @m%gﬁﬁﬁﬁm@&k LA 75 v R RE
VAL - ESHRIERBR N EATH S, EEHELITHEEE e EBEHEED
U< REIBHEEIC L 0 E SN AEA b H DA, Mk HEEBIRT 55 11E 2 4R
HANEL 725, | B

EEHHEES U < I3REIIEIC L 0 £l 25410, UTOACEETRETh
5, MEREOFEL, ERIMRESEEERORRRKREIC L AEOITHET S
X Th5, . BEOREOTMEIT 5 B IE—EMM LOBERNLIE L /2555,
ﬁ&éﬁ%ﬁ%ﬁﬁfmﬁﬂﬁﬁwﬁéﬁ@%&i!%(&%*kkW%T&%F%éo

Bon-REOERNEEERITA DI, 77 B RRUBREDIENIC, BED
%ﬁfﬁﬁ%%%ku%ﬁ76&5?90g%ﬁ%ﬁﬁ&Lf METBEALH B, T
DEETH, BHRED TS v RICHTHEEENTINE 2 EREATHY | TRERH
oW T, BRIEE OIS (AN KT 5 B TRET 358 LM IRRE
L ORI IBREBINE LEVSREL LTRIET 5 2 L BTRASE b b5,

5 OIRDIBET iﬁﬂ?’)ﬁﬁb{@ﬁ%‘” BHLNDZ ERHDTH, ASEIHL D SEDH
IER RS B B IiE, BRI TOWRBERO ST < RO MFE ROBRF 1 6E
k%z6h6577ffﬂ%%¢%k,i ﬁﬁﬁﬁﬁ RERRBROIENIC, FROMESDEL R
BB T MUBETIERBEERT S - L Ic k0 AR AERSELND LEL LN
A, D OFOAMEICIIT AIBESERE L Zhick < B ToOEROMEIIEE—OR
BT COBLE BT I ERTED LD, @%ﬁf@7/ﬁAkP%¢m%$®ﬁMﬁ
ZTL%METiﬁw

4. REESHER

() B / -

5 SFITEIEEN— I TH BT, BMOEHIELRLIERET S DI R
BB ERT 5 2 L BENTH S,

@) RBFHEICHTIBESR | |
BRI R CRIERRBROBE MBI RGN TH Y | BB EIERD
et HTRET BT ERTERVED, FRIL LT, 1 EME EORSHR5RE:
EERTREThD, SRERERL. BREOHE, —EORRAROHEELLHER
+ BHER R OB O KR ATHE %%?%Lfﬁﬁénéﬁ%?&éﬁ\ﬁ%&bf;lﬁ%
SIBIER T & TIEHIA 100 BIM ERLETHS, ERERBRE LTEMT 551,
BREOFHEZEB LT, HAAOHRHERERE SBOICHET 5 LER 55,

4) BB OITEROEERT S L RERRII I ORERPBRT A ETHY . ) OROEERICEE S SRERDS
RETLERLEIEMENS,

12



ﬁﬂﬁﬁﬁ%@%%ﬁﬁﬁﬁx%%%$%®%ﬁ%%«§ﬁ§%bfﬁﬁﬁﬁ%mo

WT, R TRICITRFAIREL 25 X D ICEMT A 0ERH D, - Bk, &
Mﬁ%&Uﬁﬁﬁﬁ%T®}§J%ﬁﬁTﬁ%*hﬁ%ﬁ(%%MliiMMﬂSﬁ)
ERCTEIHES 2 Z L BEEICh 5, '

5. BLEIRFEHEE
() B
515 SEOTEIL. @&ma%irwm@%%@momﬁﬁ@%mﬁﬁmgf@mﬁ

BdHY | BT, REWETFMT 2 DI, 286 ERIBETZ 2 L ARETHS,

Lo T, &S @@@&@ﬁ%wﬁfj FFER 2 OBEARE TRD LT3 U X

s wREETS &%ﬁ% HEE & RRMEOE RS L TIET S = LAk b5,
() HEEICET S

ﬂ%wmiﬁént%%ﬁﬁT@ﬁmf%@motﬁﬁf®§%$%uowf%ﬁﬁ

FIREL 705 K510, +H A TR T 5 & L bio, Dl kb 24 HELE. FAERE

@52@W@ﬁ§%%m¢«%fhé EBSERIGRR b U < 1305 CHIR A SEAT LB

BTV oV IEREIC L VA LEARE ST L 5 REAICIE. BAATORSMEST —
E DRI R I BT, K I L e A O BN EE L A B,

CHEAESRTO SRR, AERCHIREIC ST ORREEOEE ST 5 UER S

50 . . . :
WREEROBA, %Lfﬁﬁﬁ&@%é@ﬁﬁ%ﬂ%&ﬁ@fﬁim Z DI,
TSR - BESEOREICBN T, FEFROERMNSTIEL 725 & 5 8545,

AVERTMIZ 0 Tk, ERORBOBRIIRBR T I SN B SR R
@mmmumtmmmg%)%ﬁmf@m#a:&ﬁgibwo@&<a%ﬁ%@ﬁ%
MR BB 1E. BRAORBRUIRELRE O TEIM T b - A S
E%%ELK@@&%%%E%%%?@Z%%%% Fho. MOEMIE L LT,
AlDBERIBERZRIT 5720108, QOL CH-AHMEEDMELC ST BT 2 =
LR SN,

BRI STl TRTOEEES & 2 OF BEE. . T e
B AEEFSORER, BT L RS P T I AR A s L
RDEICHET DUERD D, EBFNRE, —REHOFR., —RLKRE. 0k
EALFRE, T L TRRESOWRIC OV T bEKER CTEAMHOME L+ 57,
TOWE, EEHY - BESOREICB T, B0 CHEESOEEANT SR & 2
5L5HET 5, ' |

6. BEARER BICE RS~ S HRRAR
() H#ay

13



BRI OARER 2T, B E CICERT 2BRRBICBO T TR 544
BERH DA, Fi RN RN R @aﬂtﬁm I, RO SR 5E % O BEER A
Bk SHET & Th D, |

(2 REFHEICHETIEER :

BB OBKRBROT VA ik, ARAE - AR LY., RBRAMICE LS
MR SEMLRET S LERH 58, FECEEMTMEO T EIC SV TIHERN
HBBRORINRBRICEC S (T EEMESIE OESR),

RHARTA ik, BEFBENOOEFRIZLD ., TH D RIS 2BRFHEST A K7
£ v} DERICET 5THEILCB O TRERORME CERMTb., RRICH X% HEm»
"‘o%ﬁ%ﬂf:ﬁ’é%é’ BEZ THREAEELZMA, BREBLRRNEE L,

AHFA RT7A4 L THIHELEEBERRABRIZET 5 ICH 4 K74 > (International Conference on

Harmonisation of Technical Requirements for Registration of Pharmaceuticals for Human Use, H2K

EU ESERMSIAMERAME.) |

E7 : [A#HICHA Sh 2 EER ORI T 541 K74 ) (220 T (P 5
12 A 2 BATEETESE 104 5 EARTEERHERS R RS
[ICH ET: Bl 1R S 5 RS ORREEEICHT 5 74 K51 ) ICHT 5
HEULER (Q&A) IC2WT (PR 224 9 B 17 AFFSEER BAEFTBEEERR
o SR AR AL R EERR) |

E8 : BRIRABRD—RIEEHTOWT (Fpk 10 4 4 A 21 ATEREES 380 5 EAEER
%o REREERER) | |

E9 : THERBROZDOHEFMEE 20T (FRL 10 4 11 A 30 B EERESE 1047
B BAAEERLR FEEERERM | |

E10 : [BEPRRERIC 1T 5 Xk SERE DRI & Z AU B 5 3R 10> T (T 1347 2
B 27 AMERERS 136 5 BASDEEERFEETEREEN

E1l : /NEEFICE 2 ERGOBRRBICET 1A £ RO T (L 124 12 4
15 BTEIEFER 1334 5 EAHERLERFEFEREEM)

BRI EHEIC b 7m0 BE L <X
B OB R B ERBRIC S\ T (ERk 1345 6 8 1 AAHERERE 796 & [EA%
BEEEREE SRR
AR R OB TBIC SN T CERR 1348 6 A 4 AHEEERS 813 2 SARE
B ER R SRR M)

14



EFSILRTABRICEET 5 ARE Z HFIcoWT (ERL 1949 A 28 A EAEARE
0928010 % EAFBEERERBEATERREM)

15



