B8 6—2
PEMSRHIN-ERIRAOBEE(E | MEE) (FR25455H 29 B B%E)

1. EEISIREINF-FARIERICEDER (B #4)

S1EEREEN™| F2ORREFES | FINFEREES £t
(20104E58) (20105128) (201145R8) 3

F BB 78 38 3 119

BB EFEH 9 6 0 15
SRERFTERREFH 17 27 2 46
NHBEFEFE 0 1 0 1
RERFTEEREFE 0 0 0 0
ZDith 3 2 0 5

=11 107 74 5 186

MEERBE1T6(TFH AR NIZDVTIL2010F 108 (ZRBIREHE




2. RARIERDFMTNLE (BARE - )

a. KBEHDED, KR BHDED
F1LIMARERS | F20RARERFS | FEICEFERERED =
(2010458 ) (20104F12H) (201145A8) ?
HK GBI A 78 38 3 119
KRR F A 9 6 0 15
RERFTERIREFH 17 27 2 46
b. EERFFELRNICAREEE ELTEY WGEYNFERENAIREESNT-2D
F1L0IMARERS | F20RAREFS | EIEFARESED =
(201055H) (20104£12AH) (201155H) ?
0 0 0 0




c. AHIH

(0t

ZEtEL TV =D WG HgE I S YR

EEE/ s

LIAIZ/AEN B2

E1EIAREF» F20HFEEFD | FICFEHRERD
(20104E5A8) (20105128) (20114E5A8)

0 0 0
FLTLAH WEH ST T D
FE1RIAREFZE E2RFAREFES | FINHFEERES
(20104E58) (20105128) (20114E58)
0 0 0
F1EFEESED E2RFAREFES | FINHREERES
(20104E5A8) (20105E12H) (20114E5R8)

0

0

1




F1RRARRFD | FEFAXRFS | BEEARRFED
(20104F58) (20105 12A8) (20114E51)

0 0 0
F1RRAXRF? | F2EFARRFS | FEEFEAREFD
(20104F58) (20105 12A8) (20114E51)

3 2 0




3. EEEMDARIEROME
a—0. %n.wﬁést@:b@ (11944)

BoE £ R4 A% e RN RBHH KRR
350 IS — LFUKRSK SIRHTEIL S5ELBHRRBIIREAEHESBHER RIEIFR 2010%8H
i;ﬁ(:fi[ﬁw56?56&?%%52‘?&%;1@0)&*
A - . . BIRENEDS . XIEERATELENGES
S ki TSR IERE [t DT (B XX HEIZHS O R 2010597
)
- e N—FRHREZEDROFIRECHER+ LT
202 P EE o MLINT R H LAAEE 212 B 1+ K EERE 20105108
269 T7A4H — TLAHNYY Jyhh7+IL R EIRETHER 20104E108
\_ e |FEEEEME . SLEE . JENMEMAE. DS EE. B
190 |49+ R4l %*/T_’”"‘*i'ﬁﬁi . FEREOREREND RS EE 5me/m 2010411 B
~HEK
15 |BAgE FHLFOL B4 — 425 A BRI R 2011418
e N — BERUSSEOT LY\ T—RRAEIH1S
96 Yot I7r—< HSUAZ BILKKREEE LE=—)LiE B0 k0D 3 7 D 2011418
e — - _ HEERUBET LY AT —RRAEC 5 HE
319 E—=# ARUFUIEERE AT —EE 1955 o 4 O 2 452 20114E1 8
05  |chotmusE HRUBE Y vO—4 4 ARYRTELET BROEE 2011425




EE@% /\%% 5‘2/\% Eﬁﬂ:@ ﬂi@mv‘z =3 =H
_% 1E 7] FAXIT o N & ﬂulﬁ\ﬁﬁ(ﬁm‘.\ﬁ)

122 BARA—Z/4J1)— 5 LR UiE e SILY—ILESHA ([AAREEERICEEL-IVRE 2011%2R
BEIEREO TR ITFEEE )

137 s 5 25 DOORATFIRBROF-E |TUORFHURE. IS (25N EX(BERENSENER, J¥TRAFE 2011428

k > E, F5EN] x®, urg—StraussfiE ,
w=r #l AIURFH: R, #5812 SEBR %, Churg-StraussiEIEEE, X
EAR R GEIREE )
5 2=l DHOORRT7IRBEOHF -8 | TURFY U8R, ES AREBEREO TR ITTFHESE

138 EHERR # BT RS S EMTYFIh—F R 2011472

BEEREOTRYITTFERE
7 s ) e . ~otas N . LS s £5MME X (BEMENZRNE X, J7TRAF

140 e Fp s alE SHOARR I 7IREREH EHFRIVREYY [, S5 S BB, Chure StraussiiREE, K 2011428
R R AEIRBE )

212 BARIEE JXTHhUIEEEE NBLFUESR |[DALREEERICEEL-INEE 201142
TIZET .

357 I—H4 s AN ULy NN D—2o7) 8% 120 B K#:0.16mg ke H 2011421
1L F15 K :0.04~0.10mg~ ke~ H
(T H#RERE )

77 a|KIFHE LARAILZF G IILHILF8R WIV=FURZIE 20114 3R




A
BLE b 2 A5 % B4 RENE RBFES (RRA)
255 BAEE EVISRFUREIE IHH—)LEEH ;Fiﬁﬁ?ﬁx%%zﬁﬂ%ﬁmmkwﬁﬁ 2011438
238 [FHYFwS UL —t JIUAS B ) s e 2151 SR LB RO 201144
341 |z 77—<  |UnRzFHIY 15Oy F %?’E%Eﬁ%i%’;ﬂ%’lﬁ NAX—RBREICE TS 20114E4 8
- _ FA—RRUDII 7L (12 |ZAMIBG-T 1235 (BB F IS4 KD TERKREDDH
2 =T I74ILLRID7—Y 31 B % 48 5 AR IE 2011458
oy - < £ b %
16 |J39V-R3IRIF4Y  |THFAT )Y 1 LT ﬁﬁ,ﬁ?.ﬁ@;’f;@:ﬂiﬁ” 201145
16 |HD=EME FHFATYY TR é‘ﬁﬁ?lr}?f?‘i‘_agiv%léﬁﬁ 201145
E‘ET&#EE@'FEEU%??'I‘SEE;%* " 5
N N . = HEMEXR(BEMBENSRMOER. T TRAF
17 939 AZR9T4Y THFATI A LTVER BESE ., $EETTE S R FAR . Churg—StraussfEIREE, X 2011557
AR RAEIREEE)
5‘5‘??#&#!.'&0)?53'}"779"1?33@%)\
FirdrAd Rt g o h
17 |mp=mam FHEFATYL FH=gE EHHME & (AHZSRME K, 73R 2011458

FESE. 58T 2 FEAR K . Churg-StraussfEIZEE, X
AR R AEIRBESE)




AEBFH (EZBA)

60

MRS

IRVTh—ILIREIE

IJh—ILER

GEIGEE)

FENZREEDTAANITIOILE

GRERSE
RAANGTFYI L-FED LAV T LYY R (MAC) fE
SO EBERERBREE

2011458

60

v

IARVTh—LiEEEE

IHUTh—ILER

GEGETE)

AFNEEDTAANITUILE

(ENGEE )

IAANGT I L FED LAV T LYY X (MAC) fE
ST IEREIER BRI

20114554

244

Evyoo—)LovILEsE

RORET, FooATUL o TEERAEEX (T
T TUOLUNREARERE, MRE, OXFVR
HAEOEEABREZITTNSESE
gﬁwlﬁ:bﬁ%Rlﬂ}t\éﬁﬂlbﬁ%ﬁl:%’j‘('r%‘ilt.\;ﬁ

20114E5R

282

RIS LIEEEE

TYSUEE. TV
&

SARRIE R EEAR (R F 1 L= MERR . DE B - MHE)
D/NERE-REDEM

20114E5R

304

AFILTLRZvVOorvangigT
ATIVFRID L

YL ARO—)LEE
H

R7O0—EAEIREE

2011458

342

JoroETY

YoFoES VAT
oK)

CEISETE)

KENEREDT AT ILE

CERSE)

RAANGTI Y L FTE D LAV T LYY X (MAC) fiE
EEOFERMENEEE

2011458




B 2% oY R RBNE BHEH (KR
= i 7] AXJT Ao N & ﬂulﬁ\ﬁﬁ(ﬁum\ﬁ)

GEGETE)
AFNEEDTAANITUHLE
YorrEDY YoroohrEIL CGENGIE) 2011451
IAANGT) I L-FED LAV TLYHI X (MAC) fE
ST IERERERBREAE

342

i
I
[

BE. 4AEIZIE)a—FaL) UEREEEEL T30 U
—p = O N ~ 2 :J'l- o~\“‘:"‘¢

343 |REESI% ya—FOLy s BEstE Ja—T)ESA gjtgﬁ’_’é;;';i‘g%“’ BEAPKISHLTI80 U 20114E58

(FHREREND)

D (Rho) [&14 TLLRITIZD (Rho) AF TRAEZZ (T TLY
BOZEIZHL, UTOBEIZRETHIEILY,
FIDA%ZES 0T |D(Rho) AFICKBBEEEINHITS.

363 B AR &S F|#E EIZHMDRho) ARES OTYY R TA1000EI BARM |- FRER. ALFiRGb#H%. 2RTEEFIRE. TR 20114E51
TR BIFHERE DBRE-WNE®R (FKER, BAs EERMTE) XK
ERITHEHRZE DD (Rho) BEDTTREME N BH S I5E

- 1 YR 28 B BT {4

D (Rho) F& 4 TLARTIZD (Rho) Bl F CRAEE R (+TL

BUKIHL UTOBBIRETSoel-k)

oy D (RO BT I BBAEEIHIT 5.

ADTEZ I | e, A TRk, RAILIEIRE IR 2011457
A= OBE- B CEKER, RS REAE) XIS

EITH%E DD (Rho) BAE DT AL A BHHHE

-3E8R28 B AT %

363 B A= §12D(Rho) N RES 0T

/MRS T DRIBHRAEZHFERL. M/MRE LA

T22a7 TNO7GERE) EMBIRETS | REsRA RIS S SY 5 YR MM 201146

69 [/ JIVTARY T7— e ,= = ST HIES
CREFHERL) SRETAMBER s s i MR O




AR5T 4

AEBFH (EZBA)

231

AIREE

NLTOEEFRI YL

TNV, TINTY

REE. 7/ V7 AL,

Ty d

FERSE R AE D FAEHH

201146

76

GUETE S

I)ILaF=JIERE

ALt EE

AT YIBRT Re TR

20114E7H

89

7Y -

HINRUFY

HINRUEE

BE. BARCIEUEQNRIZFHNARVFUE
LT#H1HE600 mg. 2HB1HE1200 mgZx %
THSEIZHERORET S, 3H B LKL, #iF
2&LTT1HE1200 mg~1800 mgZ3EZHE#EO
BE595, 58 ERICKYETEFET S, 18R
BER5 252400 mgETET S, BE. 3~ 12EEDH
7 ,&ZM\'F'( liﬁ/\'\/i‘/tL‘CﬂlEH H&E10

: =20 mg/kg 5
El“‘ 3 U HEEL 34

-. L1 A MO Q] X X F =
mg/kgE T 7“‘(,\‘0). 1281 %

SOV T. BARVIIEUFD/NETODIE
BN EET S,
(FH#REREND)

20011478

286

/=R IT7—<X

rl'm&JI: rF R LKFD

RAN U ERE

CTAMNAVETEIRRE

SRR FR X (T EMEEEESMERZ)DTAD
AFREDRITINH]
TISRMUDBOBRELTVNATANABEICS
43— BRI R B A

2011%7H

-10-




A
Eg rEs M % BR35 4 EBNE EREH (RRA)
291 MSD RS R AR JYoHhTEIL RIETHIEE )2 /\[E 2011478
. RUFMEAIL S LZFRS SRR E— LE [B950TH (FILh D L, FAYS YL, o
1 |BRADTADYIR N I L) HENBEROER 2011%7A
N o = _ FIUMIRUA— I [BYSU TR (TR =Y L, FAYSS L, F21™
13 |BARASTIADUHR RoTtBBR=FoL (] T v 201147
266 |7RRSHEHA ILRRARSUR %I‘/”*“"W‘%E PRAR T 201149 A
278 |shsimuE RN ZTT ;"”’ﬁfﬁﬁm EHFREREE RIS 201149 7
uTﬁga)rggiguylﬁrﬁﬁ,ﬁﬂiﬂﬂiﬁ
. X - R - RIEME S B 2 RAEAEIRE
87 JINVTAR T7—X HFHEXTT 1SVARTER LT R 20114F9A
SRR SEER AR S
R G CIONAVATRIL, [NEORE-FAEDEM
2642 |27 AT = INATI = SINHUMER | MNEAEEBRIOAEN 2011%1A

-11-




tA
EE L B & HR5E 4 ABEANE AERFH (FEKRA)
20 555 RIRI5(4> FhsAay %%*b—)blﬂﬁﬁ% ;ﬂ%-“—:E:/X:FXHTﬁﬁ,::L—:E:/X?Zﬂﬂiﬁa)%f‘i 201241 B
55 Z_=s AR T =5 — %7’7‘/’7")—‘/51%1 g%g%gigl%ﬂfggféﬂﬁmﬁéwﬁ%(ﬁﬂﬁﬁﬁ 201242 B
201 EePYN:UF o FiLF—€ 77 TILEF AL ERMRMEICS T DM DR E 20124531
FOTIATT— o s e e
293 als, 2 LRSS ST ILREYE TL—¥hTtiL =—-EvRCE 2012438
GEBER) ARFCBEDOH—RFRS-NCFIR N
LR gj-u«rv‘“-‘x-j?)l)?;; 5
& By 2 ) — BN 250—=) E? LARTS-EET.RTLALTravhRE, EEIL
315 |IRERBE AA=ZY—)ILRARAL. RiEH ety = AR 2012438
GERGIE) B MEREAE
132 |BEAREE HYRT AR HYLRATEIL USRS ST AT BE 20124E5 8
o . MER FRRE CRRIR S X L BT E T
u6  [SroyqLevesy  (LLTRRRESTLITEET oy girm [SntamEBERORLBE A SBE DRI 201245
" BB OMSTHEIVRICKDTIL—a> OB
318 [r/—n AFTFRLIY TA4Y—-av FER-FLIBEASIVKR Z HHE MIED T B 2012458

-12-




AEBFH (EZBA)

33

7 —

TLODEY R VEEE

JILINRY 8
JILINRH0DEE

INRADZS

=NiilE=®nd
BE. 6 mULED/PMRIZIK,. 7LAODPELELT25
mgZx1B1 BEOKRET 5. 5H. Fis. AE. K
ICKYBEEEBT 5.

201246 A

33

RERFEREE

TFLODEY R )VEEE

TLADUEE, 7LR
20D

INERDBE

S IMEE

BE.emULED/NRIZIE, 7LADEELT25mg
#1AIERBARET D, G5, Fih. AE. fFEKICK
YBEEERT S,

2012461

64

MSD

RLAVEBETFSTIIL

L=—R—REE

SMmEE:

BE. BRANIHLIFSTIIILILAUEEELLTH~
10meF1 B1EIFOHRET 5, 4H. Fih. FEKIZEK
UBEERT S, BL. B -BLESSMITELEX
FEMEOEDEETII25megh L5455
CENEFELLY, BE ., A% 2514_[_1:0)/ \'F’.I &,
IT77"J)L7U4/ . =]

2.
(F#8ER;B1N)

201246 A

331

TARSERD

7N

FRN)ILEE

BInERE

BE. RN /T)IL (EKY) ELTI10~20mg
#RIEBOHRET S, 55, Fih. ERICKVER
BET 5, -FL. EEEDEEX TBETE2ESS
MEFEDEETIESmgM DR S5EBIRT HIENE
FLW, BE. aﬁLgJ:o)II\'Fl l;t, 'zy/j"ubgmm

("F‘f?“KJEbD)

201246 R

13-




AEBF A (KR

331

T

7L

OV45 R

= IMEE

BE, BAIZIXID/TYIL (EKY) ELTI0~20mg
FEIEBO®RET S, 48, £6, ERICKYEE
BET 5, -FL, EEaEEXTBEEETEZESS
MEEDEETIEoSmeM SR EEBAIET A ENE

=L\, BE eﬁLgJ:cD/\'F( I, )y/?"'ubgﬂm,

('F‘f?"‘lh_bl])

201246 A

23

BAL—F1)—

TrEXEFY

ANSTSHTEL

EE RN ZENMEEE (AD/HD)

18U FDEHE

BE 18EUFOBEFIZIE. FrFEEXEFUELTIA
40meg L YBHIAL . ZD%1H80meETEE L1
B80~120meTHEFT 5,

==L, 1H80meETHEE X 1ABUE . FOED
%@M@Mﬁ

22 N
(T #RER1E )

201248H

230

JINIVTAR T7—<X

AVIV %

TAA IR

& MEiE

('Fﬁ%fia_?]u)

20124E8R

-14-




5%

AEBFH (EZBA)

313

EHBUE

AhO=EJ—)LRBRF

75— )L INRREE

<5E& >
AFNBEHEDRTRL T baAVARE, /N\TOA
TRE. FLARTSE. R T(OFFRE, TN
TUOLE, VORMNIOOLE, A—N\IGTUDLE
<BEIHHE >

7.5 VB E RS L
(T #5ERE D)

201248H

104

/=R I7—<

HIVLRF AR E REA

FYF7TIL

BHmEBE

2012498

156

Meiji SeikaZ 7L~V

AFY~RUb—IL

T4T73AZYE

JONFLRU/NIILTOBF ) D LTHAEHR
MEBHBNIE \DravetfEIREFEE (CH 1T DR FEE
XIFBERAREICHT 270 FLRT/LTO
BFrI I LEDGRAEE

2012498

195

JINVTAR T7—X

FISRAIY

F—EARARK

BRI ICH 1T ORIRE (SR DT IR AR H
SRS E
U NEESOFFAEN

20124E9R

-15-




A
gg 1o 2 5% R34 RAKEBNE AEBFH (REBA)
ARARAE ﬁﬂﬁﬁﬁﬁJ@&ﬂg.tﬁﬁﬁ'F
Bq H
9 G359V R2RI54Y |ABIRYYRRER Ry RE %Q‘Eﬁzﬁ%iggj\ “Hﬁugr@f&gg IIEH%’TH 20125118
(T#RERIEID)
77  b|KIFHIEE LiRAILZFY IILALFUORAR |EEIOF REM 20124E128
77 | KIFHE LRAIL=ZFY IILAILFUEE BT REF D F R B 201246121
180 21T T7—< TRAEILOUEFBRIEROR  |S=U2ALMODEE [BOFI DR EM 20125121
348 a|[FUTHETE #0O U RRIE s RRURVESEHN  [RFEEE) D IEMSESRK 20124E128
nE«(EﬁI":’;‘;
159 a|A)LYtEO—/ S E D =) 7—Bmwxﬁﬁﬁ(ﬁgLﬁﬁ@%E$L&ﬁt%¢ém%ﬁﬁﬁt 20125121
oL3=)!
nE(«EnK;F;
159 b|ALYEO—/ R AVE v T—ERVOREHR (BH - EENRT LREICNTIaEHE 20124128
FEUIEEEEALOHR)
348 b|EUTHETE #0OYURigsiE| RRAYRVE RN |(J7raEIRE 20124E128
348 c|BUTHETE #0OYURRgsiE| RRAURVE SR [{EY) 2 M 20124127
273 FANSERA JR75/0—)LigEE UTFIIVER REERICH T HEERED T 2013%2H
5 J— R Tr—T F2ILTY B R E 7SALREE EMaRBEOESRBEMRIZES T IESHAED 201343 7

ARk

-16-




A
EE o £ B4 R34 ABRNE AR EH(FEKBA)
6 BARFHE FhrFoy—rhiLi oL LITIRE TILa—)UKRFE B FICH T 5B IFOWHE 2013431
MOMTANAVETTHREDRELBHSNELL
349 I—H4 JLI4F3ER 1 /0VEE VPR A—EEEE (AR LA L) ICH 1T HRERE 20134E3 1
BEURABREICHTEIMTANAELDGHREE
E-3=2) X o e . ;
= XA 5% BR554 REBABE AAEH(FEKEA)
126 [Srvqa-vrsy  |ACPIREROYERETO \TLETATVYRE | ik o SIHERREOAR 2011243
=5 . REFHERRRNE L [ EnBMEBEEEICS TEYIAATAVAILR
285 TANSERA RRAILFYFR)D L 3 T T U A O 4 )L R 2 2011458
F70—EEEEH GITRERIVEVRIICKSELT
139 1SR HORRT7IER IVRF YU BEE T >CTH TR EMENALSNEGEIZR 20114E9R
60 )
e NN mmoz/o0Jyy |25REEHENE (RTORFXIEIRTOCRE]
20 |AAMBLFEE  |EhRETEIVY IHE%#E B ORBEIFIFD S EDLENBE ZIRE) 201159R
205  |chopmusm SaUT/—LBEIIFIL LT T L f;‘*giﬁ!gf‘*é*ﬁﬁﬁ’im*f“*“':*ﬁé”‘ﬁﬁﬁfﬁ' 20114297
=0E
196 i ol U FSRYR T GRETHRES) |/ \—tTF 5 HER2:BE|RITAFERINT=RIEIZH T AR B 20114118

8=z 3

17-




A
EE TEL 5% R34 RAKEBNE AEBFH (REBA)
) 58 g (25 = - _ < B HER2BE| R AR SN EIBEREIZDOLNT,. 3
197 h 4} Bl FSRAYRXTT EBEFHRBRZ) [N—tTFE5H BRI AR LR - B S 0B 20114E11 8
82 |/1LTAR Dr—  |AORLAFEEEE ;;/HPZ”“‘*’LAR"”” AL SRS ES 20115118
301 JINVTAR T7—X AFIRY AEQVATEIL Iy EEEE 201141118
2641 |[D7AHF— Z)Lary—)L TIONDLEER, D & MEMEBEEEICRITARELEREDND T 201141118
: IILHhhTEIL Eme
100 TYRRL-TA¥—X hILRTSFY INSTSFUESHR  |FE 2011€E11R
hAR)ILEE
HA R JLERFL
107 =P N:E-d JS-twhOyiEEgE hARJILE TREHR BB ST SH AL R R (Bl , MERE) 201146128
hAR)ILEFERSE
v
BE/NRIZK, £7442F 2 LELTIHS50~100
mg (A1) kg Z3~4EIZH 1T TEIRAIZESTT
%,
BH. A XITEERLEICITERISECT 1
161 Y04 I+ EF LTI L 5745 VES A HEZMATIE4g(Al) ETEEL., 2~4EIZH 20114E128

iIHxErq’”Zg F=/INRTIX150mg(Affl) kg £T
BEL. 3~4E@IZHEIRET S, éb,/h'!ao)jtﬂﬁ
B6lE & TIE300m /k

("F‘f?“ﬁ:ﬁbl])

-18-




A
gg TEL 5% R34 RAKEBNE AEBFH (REBA)
INR-TFEFIDYKIMELT, EE1H20~40
mg(Fffll) ~keZE3~4EIZHEFEOTZ ST B,
34 FTATOAREE TEXIVIY ) MR BH. E# ERICKYETEET S0, 18 2012428
=2LLTHEA9IOmM S keT B Z LN E
(F#REREND)
INR: TEXRDDYDKFPELT, BEIH20 ~
40mg (H1f) /ke%3 ~ 4EIZHBROK ST S,
34 BIFEET) FTEXFIIYY VAN oA V2 i ) HE. FH. ERICKYBEEERT 0. 1IBEELT 2012421
= K90m /keERBER LN &
(T#EERE)
o= _ SR I FIP1L1-PDGFRa (51D F &R
47 /l\}l/T»fZ J7—~X 479:—7)‘/”/M OU’\JOE ﬁ?ﬁﬁf*iggﬁﬁﬁ\'f%'fiﬂﬁﬁﬁk'lil‘:‘iﬁﬂfﬁ 2012$2ﬁ
62 BAR{LE IRRUKR SRATYRSHT L (DAL EERICEEL-IIRE 2012428
62 TYRMIL-TAY—R IRRUKR RTURATENL NALRERZRICHEEL-IIEE 2012421
143 JURRIL-TA¥—X RTSFY JUTSFUE FEBER) 2012421
143 BARIEE RTSFY SUAE EBERS) 201242
3 ] =2 > 3 i = /\° ~N—
276 |Meiji Seika 77 L7 RUSILR=SYUHYS L {JI,?E’\ )67 Eggﬁﬁggﬂw** A 20124F2
46 EH R ARRIT7IKR ESRARTAR EiyosiE 20124E3 1

-19-




S EE B2 A ARNE 2 2
_% 1E 7] FAXIT o N & ﬂulﬁ\ﬁﬁ(ﬁm‘.\ﬁ)
218 TJYRRIL-TA4¥—X N9 ax1)L AEY—)LESR mEE 20124E37
219 JYARRL-TA¥—R NUDEES 1% B —)LESHR BREXILEREGEBEZETIRER 20124E37
220 TYRMLRA VY —X IAUDEES 1% 23— )LESR BREXILEREEEH T HEEEE 20124E3 8
221 TURRL-TA¥—X NVDEES 1V 2XY—)LEER HEITRIIBROFEHE 2012438
222 JTURRL-TA4¥—X NVDEES % 23— )LEER INEEOEIERSOREZE-A=0EmMn 2012438
INR
TFoEL ELT EE./MNRICIFI B100 ~
200mg( A1)/ /ke%3 ~ 4 BIZHHTTHREEBIER
XIFBRITF I8 E5HRIEBLUBIRAESL. &
TEREICEDB AL, MRISEBLTHWS, B8,
ER-RREICIGSCTEREELT AN, BREE0E
43 |Meii Seika 77 L FUELYLFRYY L Eos st RIS BA00menff) keFTET Do 2012485 8

HwER

FUED) ELT, E@E.HEIRICIEI B50 ~
200mg(Afl)/kg%2 ~ 4 AIZHHTTEHREESIER
XIEZARIT RIS RISABLURIRMNIS L., &
TMESEICKDIEE . BIRISAREL TRV,

-20-




S EE B2 A ARNE 2 2
_% 1E 7] FAXIT s N & ﬂulﬁ\ﬁﬁ(ﬁum\ﬁ)
25 R E IR BT (PCD ASB RS A T EE D & M
{3
ope g = 1L,\J§$
12 b|¥/74¢ 4= l=7 A2 TIEVIREE SRR (R . ST L S E. 2012478 A
TJ:EII\\A*E !)
(FHRERENN)
ZILTFAREYT —)L-RUAR [INFRSIUER AT |- e S 7 s
125  |hobEE S AR S3v EA B Za—FEV AT R R DB K U FEAE ] 201248H
72 o e RIVTFAFHYT —)L-b) A |NDBBEGE. NV8 | _ . 4 ) o 2%
125 R RAE F1) RS H Fo A B Za—FEVRAFRIMXDBERURAEINH 20124E8R
112 al|¥/24 JOERSLIL TSEVOREE REBAREEICHS T 5ME - ez R D HNH| 20124F9
BE. RARU12BUEQNRIZFIRJTYRELT
1H1200 mgZ2[E (2451, 1[E600 mgZ 1285/ &
. N YA RYIRE, ¥4 |IZ %"D&Lﬁ'é ﬁ”“a,mﬁi;ﬁwnlﬁ.,l l;tlgig
340  |TFAY JRJUR Roh R LB TR 210 201251118
(—F‘f?“BLDD)
22 G359V AZRIS5A4Y g;ﬁhydﬁﬁﬁjnﬁ?:”’m <S>OVESEE IS T DARBERVF 20124121
237 T7A4H — NAOEIIIY FARAFNTEIL  (BETA—/\E 20124121
265 |AFATT(OvoR (oS IHT/BRIDBRADK\GTATNTEN g0 1 5150 MEBWIZSBHBDRR 20124812

21-




A
gg BES M5 % R34 RERE RBFHH KRA)
CRMERAS (HlnEayvy., Bt avd)
CEBASHEI 1S & R G 0 HI
5 - vox E’é%&s@%ﬁgﬂ@%ﬁﬁ%ﬁ%:ﬁ%(EEM%E%‘E
_ AFNTLEZV A ANIEET [VIL-ARO—)LER BE R E AR
305 (T7AY RFILFRYH L 2 BEEETHEE) CHH HBEREREDNE 2013537
CroO—HERE
BHREECEORMGIEE
(F#RERE)
36 [pRmEmERRm [ s kB AR R T 7 ) e R etk 2013435
EEE Ny TRAN Bk == =3 0 =3H A
_% .l]:%% ﬁk_ﬂ% ,»EJ'_L'.% ﬁul}.\mé‘ ﬂuu}.\;ﬁ‘?"(ﬁmﬁﬁ)
# J:"”_{ DEM HEEHD g3
[ ‘\ 5 , EH SEME %R ﬁ‘“
BE.HACKXTOTS/0—)LiERELLTIA
0mgkYIREZXLD . ENFR+0HIES(F
60mg. 90mgLEftEL . 1H3EIZHEIRAK ST 5,
2741 |7ARRSEXRAH JOo75/0—)LiEEE AOTIIVEE BH.E#H O ERICKYETERT S, 201245R

IR
WE, /I\',E'l l;jnjz/n—)biﬁg&iﬁa;m EIO

% ’\f‘E'AI |21 B 4me/k ’Ci'*E' :
=B 2L TO0meEBA &
(FHREREND)

-22-




S EE B2 A ARNE 2 2
_% 7] FXIT o N & ﬂuuﬁ\ﬁﬁ(ﬁum\ﬁ)

MR EEE SR ESEEEEDRE (K
362 mIFEET) FINTITS5—E GEGETFHEZ) |7OFN\PUE fiE #2455 fE LI 20124128
(FAREREE)

BRI S EE AR SHREEE Do E (K
362 HA=Z=a% FILTTo5— GEEFHERR) |FILhGE fiE #2455 fE L) 20124E128
g:Ef“EﬁE4£s§2

23-



12D (154)

EEE X4 54 HR5E 4 RAERAE
o as o N . —F Y & ‘LR BERSBEIC
12 BARASTADO9D R Ioflupane 1123 Injection FYbRFvUERE g(fg:;{;ﬁ{SﬁXf}ﬁ#);ingz Al
171 /=R IT7—< 3% az=aLy EMEMKOBEET B
— — e 4 meHIDFIREM, ABHBER(CRTFFUL
176 |BET FRYAZTY THRAV G E) SIS HILBIER (Bl 80
193 HAFET) rEST—H rEF8E 2-16mD/NRICE T HE R FHAEICK T S REE
199 BARHEE FSR—ILIRRRE FSR—ILhTRIL BIEIENAMER
e e = A~ TSk 4R EDINETADABEIZET HEH RIEI
B2 aEmvoE—TwRy LATIESA A~ F5K54 Ry 5T HHF A
372 CSLR—Y2 Y A®RES/DOIYLG NEVNSRTE RELERETZERR PDORARTNEREIS

BT AL

-24-




BEE EL 54 BR5E 4 FRANE
BEIERE (U IL—FA, C. Y and B O A == Fi S/ - =1
374 |94 w;l35;$§¥)§ﬁ<~‘)7v‘-'J7r~=\’—y«r Menactra ,?E%ié%mﬁﬁﬁgé%ﬂ;&uw 135) =& HRE
FiE& R
203 FrHESE FLTERFZIL LEDUVESER i E AR A s 0
BEE EL 5 4 BR5E 4 FRANE
12.2 BARADST4DO9IR loflupane 1123 Injection FYrRFvUEEE ;ﬁgﬁ‘j’\*‘}:’ﬁ;@%ﬁ_@‘f‘fﬁfﬁ?%%':
1L BENTEEOER. 2 DEENSEEDER
(TE?J'/JQ}&ELFH)J;F?&E I 5
_ - . . L. BRFLIEERBRICRERISHE T HIBEN
o TaE 7ebrRsoEy 7RI B8, B 10 RS BB THLY
IH5E%. BIRNRSRBICKDRESHEERAIZEY
HHEEBIZRS,
124 MSD TUARAVURERE ToRLUE RABREENOER

-25-




BERE hEL A% 54 e AES
247 AU T DREFELIR(EAREFSE. iF
Eiﬁéa’i Ijlvlﬁﬁs g rbpﬁilgﬁ: Hfaﬁ%}_%%#ﬁj%
[TARSHAINREE(CLDEELTRERBEDHIE
10
277 h 4} Bl 2 ANV RXTT TINRAFU RikEsEH OREfE
114 FILILyY J7r—7 (HO3T53 TFI5=——ILEE FLaLFo—IZESEBR D FE

-26-




a—2. ;RERETEIRIREEAH DD (4644)

EHn (17

BEE oE £ % BR554 EEAR LE L]
BAR—=YoH—-A5 . . CAFCIT Injection, BE-BHERERICBTHREMERITHR CRAR | 20w

o4 JLINA Ly NITALYTUBIE CAFCIT Oral solution  |#EMEIR $&4E) DRI R
BB EE T HEMERNSMIES - RN W IES -

157 J—RI)IT7—< ARLTRI LY Zanozar g)l«?'/'f RIES GrisERE HILEMBRRNSWE |RERBFERD
%)

173 /04 FIORBEVIEEARRTIF  |Typhim Vi BFIRDBEETFTR ARBEEFED

205 |SIATETATY \yayz<s 544TY BREARLS HIEELEREOBERITH L R

26 AT — F7FHILYKR XRE AREM M/ (ET)DAE AEHRFEEFD

50 INMT)LES, (O07Faxk Ventavis %AE&H%%Q%E%%MEEWWM%%%@

RILIV)
P e S € AT LI ROTRLAF . SUFYTIAEBYINRAFURBRERT S

ST [RUTRvkTe AOMARTYY | Eah R UEB OB EN OB

53 MSD ROAL3—2Jz0Y a-2b o5kaOy EMEAE

70 T7AH— /Y 558 EBELFE

-27-




ZEH Mo 54 R34 EZEAR LE ]
o= NN . DI TANAETHREIRLZBDHSNELVN
81 JINLTAR T7— FHRAILNEEY Trileptal fﬁ wgﬁ el o)??a‘?m ﬁ;;;;}]% @ ALIE
105 FINTF—RRA—T4HIL | T SFS5<—BrELE Copaxone ZEMFILEDERTFH
142 TATHE SRTTIV Cystagon Capsule B RF UG
182 I—H4 F=—OA4FY T47T4bvHIRX  [ONTAK RIETHIMA > /R[E(CTCL)
y s e - FEOB/BBIDFIFZE M
200 SRR FSYR—LiEEEE RE 18 MR D S AEE N
289 [T7q4— RyaFy—IL TARLPRER I s m e o
292 Yot I7r—< RILTIIT NIV AR < ILHAREY) o NfE
e e e e e e bR E DR B TANABEICSTHRE
EEE %4 54 R34 EEAR LE ]
\ ‘ 1= IEHIEE
35 K T 2 NG)EXRLVESRI(TILVIZID |775F Yo aiEmieT: |FEIcdd 24881940055 GARREER (INddiséio
St EAT) A 5. LABKRE) ORZ-AE0DEM %Tz?ﬁ%ﬁ%ﬁ’ﬁ
HMZEER




BYES 2 A% PR BENS REE
FEBIDBADE
3142 |HLFLR PISSEY Sy 3% SAREIORIEE, A AEB RO NI-t-H ARE
HEHRIA IE &
8 IS0V RZIRI54 |ARKRYYIXRER Ry RE FH4R
56 |mB=EmE AT HFLTT Labr—K KEAL T OIS ARIIERE TS EE )5
57 |mm=mmE I HFLTT Lsr—F R—FIyMEORHE BEL, HEN hER)
75 KRERITE IILI4=F L-FR/INSXF—=+ |Erwinase 2 e mE., B/ E
78 |voukEs FEHYTSFL PV IIRERE | smonrests BRES
B0 |[EHANE A%l iR TR TIRAT | s B ORI D
148 |mAnsEEyUL SFhILEMERE WhEL B RIRBI RSB AILS ™ LA
152 INATIVES inwinE A DAL RABRES5ENER
168 |KEEERI¥ A AN e DAV 53 2 SRMLEF PR
186 EHREE TaAxtEFy YAUNIWEhT eIV R RE




BEES TEZ (D% e BR5E & EFRNR HiLEE
SEFI DHEA HVE
213 BARLE VE iV INALFY HEIT-BERFEYGE Ni-1-8ARE=E
EHEEER
JULRL SRS Hgs ., MR HEBIEICS TREMAILRR FEFIDOHEAHE
228 G359V RIRISA4Y NS0 )L /()Lhu\yfjxéﬁ%ﬁ A IV R (BAIAES) OFKENF . FiIkAE Nni-1-8R8=%E
5. EBAILRXOERIMF D /N EE EHEEER
T, . BEETANA (WestEIRE) (CX 2B MEE (18
243 Y/« EAH/NRN)Y SaBril B AD B ET)
250.2 /04 EFOxoooxy Plaquenil BRET)TINMTR. £2BET)TIN—TR
T . FE{FI D HE A HVE
251 |EleeTe ERSUYDFRYD L RUMVUZESRL N | ook or Ll DA S ORE-AEEE |hi-f-thhRE
.. N - BOXORFEM, MBI ETEEIEEEE
260 | TAMTERS TTV=F x5 THBRENSHEEDFWHIO— 5%
— o on OV I)LEE. ARSI EE T (= 3 (4 25— i BE
262 TRATOREE HIFFELITILERE LI RIBHEEE(CHITH5D4K5E
283 bl NAABIE RO LAFY M T7HFUETR =L U PIAGA=Nit
283 | AABIEE ROF LRAFY M7 EA ZREBHE
308 KEARERSE ARTRILEU IR ERIE AT L asE 2R MERRIRICHR T 2/NR AL - HEDEM




ZEHRS Mo 54 R34 BEERA YFE0EIE
328 T39V-RZR9540 |53 FZT BAr LT g BTN T BIRVXITHAEERUHRILEY
= - ’ FlGtAEE
ﬁi)\l:z}'swgﬁﬂﬁn‘%g(:mﬁ%ﬁgg%{’ﬁéim
N — b (Zx9 B EFIE., B AICEH 1+ 2RER KRS
29 |TIVSAIRISAY TERRIFY FRYETIER 54 HEAL, MRS T SERRIIHT S
=B -3 S
332 |vty Ir—v YRARIRY e oo B ODR | s =451 2 It
336 |emTH UYHLTT GEETERT)  |UvEHUE omRETESORBRI-HT SRILERRI
355 T4 — a>E/ L ativan BRI DEIREM. TADNAETEIREE
EYEEE %4 54 BR554 BEERNR LN
268 TII4 TILARFHIUTLAUELE )% P8 INRIZEITZ58EMHES
268 Meiji SeikaZ 7L TILARFHIUTLAUEEE FIOA—)LEE INRIZHITZEHEEE

-31-




b. Faﬁ%%nmﬁ#ﬁumld\%ﬂﬁlﬂ FEFELTEY . WGEYLAMBGEMNRIEEESNT=3.D (O#)

-32-



L TUL=A WGDFEERIC R YRR DR FABELSNI=2D (04)
IR EEES (OH) >

-33-



d FARZEFEFFLAICAMEBEFZEZ T ELTODH WGHRETHTHDLD (04)

-34-



e. AR RS ﬁlﬁﬁéulﬁk \i HEEZFET LD (1)

BYES ey Py 8R4 BRENE ‘*f‘%ﬁﬁfi BRI WGDRERIR

<BIGEFED> AF) UMt
a7y Ss—ErREIRY
i;k\ RV VTSR EK
= Th RS s N SE 1y sl =
200 |mmEME vavqey BRSO Cmmg s oo ami - |wecms SARRORANERA
= RRIERT =] Jbéﬁﬂmnuf%(¢huz%
RAT—TILRERES
CHOIN ﬁ?qﬂﬂi;ﬁi’}‘ﬁ#d)%
B RZUYUTLILF—

-35-




f. AREEFER— Eum(\ AERETEEZIRHE I 21D (04)

-36-



g %0)1111(514:)

EUES o2 5% B FEOPS ’"ﬁﬁg(gg*ﬁ%gﬁ AR
189 |[vreor—v  (LTIVETER o) % 51t BHIE 20135 m SR PLEELEALLED 8
FHFUALTI—T AR S TREREHEASh TS
293 bl a—TFT4HILXTx |ZHTILREYE Zavesca J—SriRIE - REOHBEREEZRER. ARER
< TR R
. HERESH (R TS5FN
176 |ero—w Fryasyy  |VITVIRE S R SRR (B - SAEYREEEER B
L. IR
EUEs SEL R R4 BRNE AR ERERELT BRI
(FEA)
ey - BEXME D ORI R U ERR
353 |m—= LRTOE4oy ’égf@%ﬁ’” 2 BT 1 4% - EHEEOBEERER CRERE
" *x
DO RA A AR ERRBREORREHE
N Fe= > KRS > N DK 7|= #F 77' _ m%%u DiE £2) AT,
Bt ATLER, ¥IATARGLY |YTRFTLE % RERL RUERILIEN 20135 103 REHREFE
JIE

-37-




	表紙
	a-0　承認済み
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	f 治験届1年以内提出
	g その他



