(Bl 2)

. o
)( Ak EU EX LS ENEEL S

ICH E2B &4 %’ﬁ%ﬁ‘ﬁ% |

EREFZ2MERE (ICSR) DB FHEZEI
BRABEETA R

&1 (B)
E2B (R2) X ('E2B (Rs) B LR

SR—Pa200 20144FEILHILA

ICH ICSR A#afE oofiE 20144211 A 11 B



7(%IJ¥%:<\ 2)

s SR T e T, SR e S e e p e D R R [ Ry
2013 & | EYEMZEMERE (ICSR) OBEFHEEE -|2.00 Step4 XF | 2B &
4R EHA FOMHET (B) 7 RESG

E2B (R2) RUVE2B (R3) EMfkofeid s
2014 & | EREFZLMESRE (ICSR) OBFAHREE | 2.0 - Step 43L& | E2B
11 A I A FOFET (B) . ' _ S (S
E2B (R2) BRUME2B (R3) Hiffkm#eiR ESHIE
BIEER, EEBREROEMENED— 8
.

ICH ICSR At fEld , 2014411 B 11 H

-1-



B R

1.0 B
20 FR

3.0 HattonEE
3.1 E:

3.11
3.12
3.1.3

Hiaf
& H
A5 B ik

32 EftEos A

3.2.1
322
323

33 E2B (R2) RULE2B (R3) BHITEIT 35 —F Otk o R

11 -
7 & RO E P
Bk O R

40 AAECEREShEEIE

50 ZFHCHETAITSF R
51 RMOBR

5.1.1
5.1.2
513
514
5.1.5

HERR Cias

E2B (R3) DFEIMEVIES
E2B (R3) ORBER&EVEE
YERRD H

A LS —

52 a—FowyEy

52.1
522
523
524
52.5
526
527
5238
529
5.2.10

21— FIKAE
BERE/BE
HIRE O
R

B R 5 ORI

BERBICETOHRERETa—F

REFIRE R

MedDRA = — I

2— KU 2 REOUCUM 22— K
B E UCUM =— F

ICH ICSR E itk e

BlER2)

[N T YR R R N e D T |

—
(=4

—
=9

12
12
12
13
13
14
14
15
16
17
19
19
20
20
21
23
24
25

2014FE11A 1A



(Bl 2)

52.11 RS RCERSCHT 8RR OERE 25

5212 BERCBLOMER : B 26
5213 HERISE-—F _ o 27
5.3 HIBx ' ' 0 28
531 ERT~EXF—FIHHE : . 28
532 BEMKANSNDT—5EE | | I
533 BAMBEA—Va L ER 29
534 HTUREIEK | | | - 29
5.4 & o ‘ . 29
541 ~wybErIOiWTF—XIEH , : 29
542 HROLZE : 30
543 MsEERIF ' 31
544 RBREOERIKR 32
54.5 BEFEIC X DEFORRIFH o _ 32
546 #HE/HRINWEBIER/AEES ' 33
547 WMEShEFER - | 33
548  HHRIZ L H5ER _ _ m
55 F—HHEHER . . 35
550 HRENLT-FEBOYVIET : : 35
552 PEEShT—XEEORE ' ' | 36
553 MEMAROES (LER) _ 37
56 Null Flavor ' a ' 38
56.1 {LEOH MIEHREFIZIT S Null Flavor ' 3
562 E2B (R3) T#ZHL XN 57T —FHEEB KT 5 Null Flavor 39
563 {EED=—NRU B4z %% Null Flavor : 40
57 M o 41
57.1 H—RIEGEOE ' - ~ 41
572 BUER/ HEFENEALLE | B
573 BEROEFRESES _ | 42
574 ERFOEFEESRUFAXES ‘ 43
57.5 BIEZHK | 44
57.6 EEME. BERMEOERE - , ' -- ' 45
577 WEER | ’ ' 48,
578 EERRUEEEFHR _ , 49
519 HOHESE | ' 51
ICH ICSR ELi#fith DL : 201411 A 11 H

3-



57.10
57.11
5.7.12
57.13
5.7.14
57.15

S GOEFAER
EERLBERFEEROT ) v I A
EERICE T EOMOER
I L BBWL

RyFF oy —RURRAvE—VTF v
ICSR FEFRIRE A v — VR EERUS(EFR

ICH ICSR Tl i

(BIR2)

52
53
55
57
58
59

"2014#11H 11 8



(B 2)

1.0 B

B, B%EUﬁﬁmﬁﬂwm@%é%rmH)ﬁ4ﬁ74/fﬁﬂrﬁ%éﬁﬁi
(ICSR) DEFHHEH OEEHA FITHT B TH D,

:®H%ﬁ\%%®ﬁ4Fﬁﬁyf%éEm(m)&AE®ﬁ4F?4/T%5Em(M)®
FMTORAELERICET AHBICONT, BEERUSES (RSELHE, ﬁméE&U#amz
AP —FFLe) WL, YATLADEEZTETLHT &%Emabfw

MBﬁ4F§4Vﬁﬁm(m)waEm(m)m&ﬁénézamimlmRé—ﬁoﬂ—
CarhbiEo A=Y s (BFXITRIFIZ) WREEERTAZLIITRTEL 2D, T
RRVIETZ LIV HFRRE X REbaFAEELH S, 0D, ZEHFIIAFEEE
WL EMGT B HERD D, AXETIE, AT LHAREOBERRLRD XS, . E2B
(m)&Em(m)mﬁfmmwj/tu/&umﬁﬂifﬁ(mﬂAanf/t~v@
EHFECE L CHROEMRRELNS LS, ICHN TCSEINAERICET iR E T,

20 EFE

BEOCRERZLUHERT — F — AN ICHE2B (R2) ¥ NI A VRUCERER
(DTD) »S—¥ 3 ¥ 21 IESNTER SN TWS, ICHE2B (R3) FMRFERHRICIDE

FE &7 ICHICSR BV A FIZX Y, BITOEB (R2) A4 KIL & M2 A KT
BEEND I BRI LE, TTOFEFRERE FHER, MEER, EXGEXLST
OMDOBEFRE) BHFHIA FF 4 (ICHICSREET A F) #FEL, Th¥hOERRL SN
BERTFT—Z_X—2REZOFHA R4 VCHEGEEECUBITHMASLELRLOEHD)
TH o,

DT ki, mHmBUn)&U/XmmHMBUB)ﬁ%b74xfﬁﬁ#5@% hEE At
BT — 4 _N—APRARCHFET AL EBRL. vy V7 GHSHT) oFIRES, BEifv
AN TTRTOFERFEN THE—E LofOEN 72 ICSR ORI T RER Z & 2 RFEL
i id7e b7V, ICSR OABITEROEEHR L REFOMTTb, Thid, SRSk
6%%%%®%§%R(HBOQ)REEB(M))Kﬁ#LTW5ZkK%ﬁ?5&%T%
%,

FDI, mBUm)&UEm(m)@%Eﬁ%%74/ﬁfoﬁﬁﬁﬁoféf5f/t~
VHAF ISR L, BITHERY R<ED AR T k%%i#év;txﬁ?@%ﬁrf% Lliix
bOTEETHD, N

ICH ICSR B OFELRE 2014611 A 11H



(B 2)

AR TR M LT 5,

o BHEMRMER ORI RIS BT RMARY | CELT B LEMIT OV TERT 5,
. ERMORBEAICHST ST EETT, | -
o« HMMEOMBEEEIT I —bT 3,

« ICHE2B (R2) RU'ICHE2B (R3) KT A#RT B~y v/ EFT,

ICH ICSR B #R{ED 1S . 2014F11A11R

-6-



(BlE2)

3.0 EREOKEH

31 EH

3AA Eﬁﬁ

Bl AFh (21, 7adoh, 774 0T+—<y b, 7T bha— TadTh
LS Y) NECEMETA I LNTEDL, UIF—FAXBTI LR TED L 2 EHRMELND
AL, ‘ ‘ '

ICHE2B KB B EME L i3, RESEERELMERL 2T 5 (R 2. 7us A,
T ANTF—wy b, TR ba—A, FuSTLERERY) KBV, ICHEZB (R2) RU
ICHE2B (R3) WE S EEAHLLHERT —F DEFRIRTHRPHEILYAR—FTERZ L
N, .

§A2 ®BAFERYE

AT o FEBRMESLIX, ICHE2B (R3) HA F7A4vyOF—-FEEZIBR,. 770h5
2001 422 AT O ICHE2B (R2) HA FIA L=y BV TEBIEEND, JORFAR
MTR, T F ORBEESER SN, BROBRAPFMCEREINTEY . THHEBITLY
BRIESNDZEEFRAETIHERD D (L2l BRPIC—HMOT —FBEDNLBER
&) . ‘ -

313 BIFE#HIE

AR BT AR EMRME 2 1, 20014E 2 HO ICHE2B (R2) HA KIS A4 »OF—FHB &
fR. THHBICHER (R3) Koy BV FTEHILEVD, ZOMFEHRETR, F—F0
SRR SN, TROBRBEMTESTEY . ThSEBI XV RFEND T L%
AT HLMERH D (e & 2if, BRI —HOT—2Bkbh b BeR2LE) :

3.2 E#ittoEREH

3.21 #HifR

bk, EERAEAMERL AT A, BUEDOL AT A3 ICHEB (R2) BRUNICH E2B (R3)
Tax—w FTA y’*lz—v“ﬁ:%%ﬂi W5 Z B TERERICER é:h,_éso

RIS DEERBSHERS XF ACHE LT 4 —< v N THREREET S,
FDEE. FHZSEREDOZESER, BELEODVATACKELAEDIC @BiF Xtk
H D) EHROEMEERSNHAREMERDH 5, :

AR BEE L TR b g0 — B E TR,

ICH ICSR E it mifiE - ‘ 2014811811 8



(Bl 2)

o MIEEZB (R2) 74—y MCHIEL TV AEESEEMER AT AL, &k
E2B (R2) ARICHER L A v — V2 F T2 LB TELN, ZNHOUARATLNE
BIZE2B (R3) HEICE L A v E— VIt EENG TE 5 L 3k s LW A EIRLA
AN

e E2B (R3) 74 <y MIRIET S LS AW EERREMERT AT L,
E2B (R3) AR LA v E—VICHBRTAZERTELN, ZAHLDV AT AR
E2B (R2) A v EB—TRbAETd LB EIND EWSEREERZR Y, UL, 2
T ARBERICIIETEBEOR LRI T Z LBREEND,

v EESLZSHEMNIRFAZ, ICH A vE— PR 0BT 4 L 5 ST A 0EN D
B, ZOZ Lk, EREALZERTTL (BE, T—F~—X) HICHDREER U
RISEA v E—VOERTT NV EREEFETHILERDD NI ZLE2ERT S, &
FL. VAT ABERICEE SNBEE DD VLA HUE O BT ICH OERE T A 0B
HWHNTHB RS H D 7, EHRICHETHHERRZ O L ) RE R REFL2ED
BEAMERENSTEERHD LEZ LIS, '

o ICHRA v E—Y 74 —<v FTERINAFERIED NI, ARBTRZADS
T —wy h TRV P a—F I RHFETELIERRIETED, ERLEEHERT R
T ARSI RETASNERD B,

322 F—4SHROEHERN

BEHFLZEEZEOBTICHEZB ICETA A vE—Y 03 #Hi%diT5 K, ICHE2B (R2) XiX ICH
E2B (R3) OWTFNIOHECEIET B3 AT ATRA v —URER L TAET A LB TX
%, “OEE. E2B (R3) b E2B (R2) ~, XITFDHWFRE~DT7 7 A NVEBRBYEERD,

EHITEICRESN, TRbLEFLEERZEHER Y X 7 ANICRAADENCITHN D,

B I . " EEE
R % ] EZB(R3 o EQB{%{‘D L eeRa o
E2B(R3) . : E2(R2)
BIE% - , BiEE
= E2BR2) w EBRND L erprar =
E2B(R2) ‘ : E2B(R3)
i #inE

B 1 DR

ICH ICSR it mHedE 204E11A11R



(Bl 2)

TEH DL AT ATEEICAE XD I %G%mﬁmbt7r—7/b#6ﬁh%#
ERTDZ7+—<y MMZAYE— /%zmbmwnmmgﬁmu_@ym@amm z%&?
CARTOFRIIZEEC R AL T ETh B,

e E2B (R3) 25 E2B (R2) WWEHRTHEDIZIE, T_TOEB (R2) OFEET—HIHE
EUEONEL E2B (R3) 7+—<v RV IAL, E2B (R2) AvE—T 74—
vy MIvy ¥y Z93Z 8150 E2B (R2) HHEREILLIZA vy E— VR ERTDHZ
ERERERS,

o E2B (R2) 75 E2B (R3) KEBRT DI A v E—U 7+ —vy O
ERahd, “hid, E2B (R2) OF—F¥RHERVEDOHNEL E2B (R3) 74 —< > b
ey B/ THILICEYARETHD, 2B, E2B (R2) OHFRO—EIZEB (R3)
ey BV ST HIERTERNTEERH DD, E2B (R3) 74 —<y M X BH
Telp A vE—PI R, WROKMICHIET 2 BERH DI LICEET 2,

3.23 BEEOEREH

o EELEEMEROBREEMCEIE, E2BICBET A v E—VIRARSERFHE LF
EHEOBTOHREERTETHD, FRETnEADOH, BETAEHLLERNES
HTWRWIRY , MRS L C@FICRE S RE B EE L TR 620,
THICE L TOHERENBZHEAOT D B ITIZOVWTIR E2B (R3) EEN A Flo 5
ERENTVEE, ZhbOfSOERYEV L, E2B (R2) RTE2B (R3) OWiThic
BOWTHFIHAERIEFRICETILOTH D,

o EXDOERAFEME FRIRY,

G ——E2B(RS)—I-. R ;',.\;_Ez,i;ta_fz-)? B8R — ,g;& EZB(RS]

2 : BRSO R

oL REE, BRICBVT, TELHRY F—FOBEMEZRIELRTERL RV, T2
bh, FHOBEERPDTHTHL ZLBROLND, FREFC I > THFRBESH ShHS
ERE, BENCEENOA vE—VEBEEEND A vy E—VRAFEEHLTRA—THH L
PHETHD, - : '

KGO BB, EEOMAEAICE L TOTEE. BEa0EKEE). E2BICKHETS A v
T—UOEW (BFRURTE) OMROFEERTIEICHS,

ICH ICSR At m#eld 20144 11 A 11 8



(AR 2)

3.3 E2B (R2) RUE2B (R3) FHRIZHE T A3 T—2OREHEDOBE
EHROFEREM CRER AP ET —~FOBEEF/NELMZ B ERERIND,

E2B (R2) 75 E2B (R3) WEHRTIHE. ZEFHETHIERE. E2B (R2) O7F—F1RH
O—EE E2B (R3) IHIGLTWalnvizd, E2B (R3) OfHET I+ —~v v hENfo A vt —
VTHR—HOFERMR RN L Lic B, —FF, FEFOa AL ME E2B R3) OF—FH
BO—BTHTFR IOF—FHBER RSN TWAZD, E2B (R3) 5 E2B (R2) KFE
BT BRI —FARZEPH L TRERTE R LR,

BRI EbN 3T — ¥ 2R/NBICIZ 270, UTOERNZHRY AT,

e F2B (R2) OF —#HEEBEB (R3) ITHELARVES ., BEEESNER S TN
LEZON, LaBoT, ZOFERIIERTAEIZLENTES, 7ok 2id, E2B (R2) T
DEFEEOERIZE2B (R3) TIHBEBRIHTWS,

¢ E2B (R3) CBWTF—FHEBEMEBEMENEES., ZhITHETOE2B (R2) fkic L
LV AT AR TRINLOFH T RERICHIE L TWRWI EEFERLTEY,
F— X% E2B (R2) WM Lt T LbERIATHRVWEY, 7270, BbEE
I HRITEF OB IFRMO-- L LTERS NS,

e BEEEME2B (R2) & E2B (R3) ORITHIENOEMRE EH T 5 im0 AEH TR,
E2B (R3) DA wvE— VR TEBRVITOA v e—PRBECEEBET IO, &HEHF
i3 E2B (R2) DEFOREBIEFRMONEE EH 42,

WH. E2B OREFOFEMRERIMIISCEEICHIBER H -7 (20,000 X5F) . E2B (R2) AT A
FAEIE LT, CEEHIRO 2 WA OERIEERMICHE TE 5 E2B (R3) VAT AZRITD
DEMHEIREND, ThIZLY, BEEHRTSE I ENRTERNEBF—HEE ORFEIEFD
FEHRM AR ER TS 2 LB EERIC A2 B,

FEFOGTERFRMOXTEHBEZ2< TE272E2B R2) VAT LAOEERTERVWES, &

70 20D OIFRESICOWNT, EFORRIFRRAOFERENTE 7 7 4 VT AT &
BEREIND, '

ICH ICSR AL LR ' 2014 11A 118

-10-



(BlEs 2)

40 FHSTEBShEFIE

MBou)ﬁﬁmf/t 23 ﬂ#é% ﬁ%%ﬂilmﬂ$R#/tthﬁLTXMLz
¥ —-v & AR B 72 B2B ET Ak o — BB 2 7B DV IR R R R & T
D : o _

LMo T, RO BN TEEIN TWARVIEROER T, EEY A FIZREShELD
CRCHBIC > TERT 26N TE D, AFHETIHEB (R3) TiFbhEEREL2ELAMNIC
ROV, FRAFNOERYRETOREIC OV, EHOEFRUITFERICETAH A&
v AERT,

E2B (R3) B 3EEAITONT =Y —c 8T 5 2 L R T B,

o Bft0ERX :EB (R2) HA FIA U TRAMBEE BAFOERIC2 SDJIDOEE 735
ZBENTVWS, E2B (R3) DA v —U0FEETE., ANF—F OBEICERTE
BROFIERAVENR TS, TbbAFEE BROEXOM L 2 FR—HEICERT
AROFIEBAVEND, BROEBRICETITA X RETT,

¢« T—Fwybl s mBGu)&UEm(m)f&w<om®ﬁﬁkﬁbfﬁﬁ®:m
FRED L THRTWS, &57¢—v;bﬂm®7¢—7/%;D:~b®ﬁm§w
BE&bHs, =— ]\mziﬁ BT aHAF v ARTT,

. %%.HBUB)TimBﬂm)@—%@@Emm%énrwéu%naw?—ﬁﬁﬁ
DERFOFECET AN A XU R ERT, |

o BHT:E2B (R3) T HOEBABNESATNS, ThbHOF—FIEROBIRFiE
KT BHA T ARRT, :

o F—FEAR BB (R3) TiE— SOER MR (F— S HEEAM) ShTO,
ENODOEEOERIIET I NA X 2 &R T,

o TRELT BB (R3) TRITANY—REDHBHORD, b WIERSIFTHO:
DILEB 2R X I T30 ERRERNTWS, 23— FEOR THAEIE
Mg B EBCRETATA Y v ARTT,

o fEEE:E2B (R3) TIXE2ZB (R2) HA K74 CRHIRATEThIFREHELTIE
CHOROFEBRTENTVWS, B HHBERTCOTBFBIIETIHNA X AETT,

FHRIBET BH A F v AR RARRT, RETE. ICSRRPICSRERSE A v -0
niZ-onTh, —h%&ﬁ%&xx%rbtfuﬁﬁﬂ»%ﬁﬁﬁr&rbf RO
R LT,

ICHICSR E#{EDHERE ‘ : 20144114 11 H

-11-



(BlEs2)

50 ZTHWICETIHAHUR

51 HifO&EX

E2B (R2) HA KFA L TRBMCOWT, BFEEL BRFOERL W) 200R0EARE
ZBRCS, ERENORRIESCTEATES Y =y hO—KBH A K71 VIRE
ThTna, ' - :

E2B (R3) DA v e—VoRETIHLOFERAWLNTEY, 25 LyLEIH@@ﬁ o)

JELTWS (Thabbh, AfHMEE AffoEXOmMF2R—EE 2B+ 2) . E2B (R3) Tk
HEBOBEOCABREINTEY., AfFHI, BURBEETRET I ZEHAEE LYY, E2B
(R3) TiEHA LY =V EFLTHNEZRETIZLBTRETHS,

AfOERICETINA F L ZABRRENTVAR, ZIZEB (R3) R E2B (R2) tRABRED
BfORBEICHIELTWENE 2D, HEIVERED L-~LZhhb LT BNoELIHE L
TWnEhE IRl TRAES, ‘ :

511 REHMNMRLIES

E2B (R2) A.13./E2B (R3) Cl12%ME (Gl4EEZER) . T<TOHEFMNEBILEB R2)

EUE2B (R3) OWTFHicst LTHEE) 74—~y hTRETHI LS TE S, '

DX HRGE, UTOERICETAHENRERINZONEEZ L,

«. E2B (R3) 7y 7T L— FT 584, BHEIE2B (R2)‘0)I‘5|HI§E75>6 E2B (R3)
@HH%Ek:t EhAZ &, E2B (R2) WBITARMOERHEBIIER SRS,
. E2B (R2) AJIHE : B {HE . 20081025 ; A {FDEX : CCYYMMDD
E2B (R3) HME : A{IIEE : 20081025

e E2B (R2) WX 77— FK33548, BfHMER E2B (R3) O B{FEBEHG E2B (R2)
DEMAEBRIZ 2 — &R, CFEHICESHWTHEMOERA BB Eh, Bf0oERERIC

B bbb,
. E2B (R3) AJME : A & : 20081025
BB (R2) H7ME: ~ H{TEA: 20081025 BoER . CCYYMMDD

ICH ICSR AR : 20142114118

-12-



(B 2)

51.2 E2B (R3) OBEMNEWES

WD DBHERICELT, E2B (R3) X E2B (R2) WA RIA » ERBE, Fodthd
VIRV SIS LT WA, E2B (R3) WKWBWT, ZWEWEEOCHMA 2= FlLEnTnd
BRI OHERICETHNA F L ARBREND, UTOBRBIZ-SWTIE, E2B (R3) T4
FCOREOHEBRTa— FMEBTRETHL DI L E2B (R2) 1 K94 T AXTHF
TOREMRD LTV,

AERB (BH) "CCYYMMDD BER. AET
ERARE (BF) CCYYMM D.6 CEIEIR. FET
' CCYYMMDD L

BoAkER R B.1.10.2.1 CCYYMMDD D.10.2.1 RIER, £ T
- HOFKARR B.16 CCYYMMDD - D.10.3 AR, #£%T

TOESREE, UTOERIEET SHESER S D,
e E2B (R3) &7y 77— FT55A, HIHEHEB (R2) 0 BAERMD B2B (R3)
ORMAHEBICar—ahd 2 L, E2B (R2) KB 5 HEMNOERNHERIMER SN,
i E2B (R2) AJME: - HBfHE: 20081025 ; HFoEX : CCYYMMDD.
E2B (R3) 4y : - B{IIEE : 20081025

s E2B (R2) ICF 77 L —KTA5A, E2B (R2) THATRERRHEVEAFOER,
ThbbZOEEDER (R2) THER, RLEVEECRAMNZERTsZ L. HTE
i1 E2B (R3) OBRMERE S 2 —3h, BEECRET A LITBMOE,. +4b
B, ARURIZIE 01 &, B, wRURIC 0BT Eh5, ‘

" Bl: E2B (R3) ASME : HEAHE - 2008 -
E2B (R2) HAE : BFHERB 2008 ; AfFooERX : CCYY

5.1.3 E2B (R3) OHEAFEIMES

TATORAMEBICEALT, E2B (R3) TiHE2B (R2) FA FJ5A /& TR, FrEEhE
DEVHEEDRMCHE LTS, T XTORMEBIOWT, E2B (R3) THMLUTETO
TR (B CCYYMMDDbhmmss.uuun) = — FEF2Z LA TE LD L, E2B
(R2) HA FIFA T, B, A, SXIBHETOREOHM (X CCYY, CCYYMM,
- CCYYMMDD. CCYYMMDDhhmm X% CCYYMMDDhhmmss) 23RH RT3,

DL 5REA. LTRSS,

o E2B (R3) T v 7 Z L—FT554&, BHMEIZE2B (R2) OHFMEHDG E2B (R3)
DAEMERIC2 -5 8, E2B (R2) B3 AN OENRARERSND,

W E2B (R2) AMME:  B{HE: 20081025 ; HAHOER : CCYYMMDD
E2B (R3) HAE : BAHIER : 20081025

e E2B (R2) AUV L— FTBBae, UFOor—2nssbha,
o E2B (R3) THWIEHEfOERA E2B (R2) THHEETIESIE, 5.1.1 HESH,

ICH ICSR E. it mHEdd ' ' 2014 11 H 11 A

13-



(BE2)

o E2B (R3) TRAWEBMOERXNEZB (R2) KEFEELRWVWEESIE, E2B (R2) T
AR E bRV HOER, TbbFOEBO E2B (R2) THHEER. Rbm
VWEEOBMBSBIRENWD - L, BIHEIRX E2B (R3) OBAFEEMLav—&h,
E2B (R2) iBi7 3 AftOoFELCBESTH I XTIV EToRD, |

#] . E2B (R3) AZIME : HfME : 20081025093512.1234
E2B (R2) HAfE : AFHER ;20081025 ; BfToEX : CCYYMMDD

514 HEEOBH |

&ﬁﬁ@ﬁ&@ﬁﬁﬁ@ﬁwﬁbf\f“&ﬁﬁcu(f&b%\ﬁﬁwﬁﬁ)ﬁﬁéﬁﬂ%
R— g ES (2B (R2) AvbE—T 74—y MZBWTORRAARE) LT 3FHE
T ADICLERISNS, : :

BEMERE - g L ER 2AN - -
RO AR Al3 CCYYMMDD Cl2 .| cCYYMMDDhhmmss

E2B (R2) Tii., U & oDELMHREDOREOBERICHE > BILE#NT 2 0L BetEfE —
VarERERVSHI LA TED, E2B (R3) TR, F—#HE C12 8 Z OIS LT
BY., ERRZEMREDOF A LAY T TRBETRERINS. 2B (R2) ©F—FHHE A.13
HAETORETREND,

BEPIZ RS DS n VBB RET A, UTAERSND, -

o E2B (R3) IT7 v 7 ¥ L— FF5BEA, C12DAFEN E2B (R2) ©HAHEED E2B
(R3) OAMERICaE—Eh3Z L, ZOREMHRE NSV s VES (ZOBFRE
ORI THHEBESNS) I, 7—FHEHB Cl121K# L LTEREN D,

#: E2B (R2) AAE: A3 @B {HE : 20081025
_ ZeRESA—T g VES 3
E2B (R3) H71E : C.1.2 @ B{J{# : 20081025000003

e E2B (R2) IWF TV FL—FT+ 384, CI120BEABETTHVETLN (51351
BB | HEESEOARA—Dg VEBRRESNRWI E, E2MRE AV VB
BER SNBSS, EEEHEDIEFA4EZE LT, ICSR A vE—V 2 —FBERTIZ &
BTEBIIFT T L—FEEATBHRELEATEZENEE LY, ZhH, £E»
HVi A RO ERSEESEER VAT AR CTREZNLDINE I 2, BITEOHE
Y BT DN THRASCE TR L2V, :

5145 B4 LV—Y

TRTOAMNEEELT, E2B (R3) TR, HFOFXOERICF ALY — U E2RTRE
{CCYYMMDDhhmmss.uuuu+ZZzz) RIS LTW5, BE2B (R2) HA R A vVid& A b/ —v
Wt LTz,

ICH ICSR Eiafk oLt ' 2014811 H 11 H

-14-



(BIH:2)

CLOXSREECUTREREND

e E2B.(R3) KTy A e R BB El{ﬂ'ﬁf:,thB (R2).. D AAHEE S E2B (R3)
DEMERIZaY—SAZ &, E2B (R2) BT S5BEAOENER i‘mi‘ﬁéﬂ%%}
E2B (R3) IHftZav—3 285 5?4’Af—/z:tm§s§énf;m '

#l: E2B (R2) ANME: B fHE : 200810250935 ; A DOERX :
CCYYMMDDHHMM :
E2B (R3) HiAME : HAFEHA : 200810250935

e E2B (R2) Vfﬁ/ﬁfl/—ﬁﬁ“éiaé\ HA B /fiﬂ?ﬂéhé &,

il E2B .(R3) )\jj{'é‘ HAHE : 200810250935+06 . .
E2B (R2) HiFE : BAER ;200810250935 ; B fFDER CCYYMMDDHHMM

FA L= TMAT, BEAER (R3) IWEWTHERXT 5LV EESRVES, 512
HEUGSI3RCREELTWABELER NS,

52 a—FOTwELY

E2B (R2) RUFE2B (R3) THWL 2P0 F—FHEEIA L TOa-- FEDEy FMER SR
T3, —#Ho7F—FHRATIL, E2B (R2) KTE2B (R3) O TR FIZLVELL ma— FE
BDEZENTHWEEARD S,

E2B (R3) AR—=— FIEHIELTVBRE IR, HENEEMO=— FREASh TS,
ESPOERETUICONT, 22— FOERIZET DI VA X A2RT,

ICH ICSR Bt H1E . . 2014 11A11H

=15-



521 a—Fi{LiE

(B 2)

A LTOF—~#HEISNTHEB (R2) & E2B (R3) TR—tv rdo— REERS52

EBRRDHENTNA,

4 IS Ald 4EBEOE C.1.3 ATEFEODE
FIEFIREZ: £ ofhoERHT A 181 R=4AVARIRY -3 C.16.1 true,false (+)
HLHM?
AEAITHREO RS Al9 ARV ARIAY-3 C.1.7 true,/false (*) (%)
DRBEETEI T .
EEOEETERsRES ALl (AP C.1.9.1 true (*) ()
DA OFEFEFRRTF 1L H D
?
T (E—FEE A214 5 FRIR DK C2rs STEEOMHE
BlIER. AEEEBEEX Azm 3 TEAFE O Cs54 IBEOE
Ni-BERORER
e (BEORBET SRR B.1.7.1d ITREOE D.7.1.r3 ITEEOME )
JEE B VBB HERER)
b rRey R Wik L B.1.9.3 3 FEOME D.9.3 ITEEOME ()
Mk (BoBETSEKE | B.1.10.7.1d 3 fEEOE D.10.7.1.1.3 IFEOME )
B OREHERER)
ZFOBOER (B B.3.13 AR ANNAY-4 Fr.7 true,/ false

Xy RrgE. UTH#REIND,

e E2B (R3) W7 oYL —F¥35E5, HEMETEB (R2) OEEMS E2B (R3) @E
Bizae—Enslt, a— FMEEFDIC2— FMET 57D XEDRE N 4 RIcH
BENTHA X ALY DREE Ly,

» E2B (R2) KF Y JL— Ny 254, REMEIZEB (R3) OEHEM» D E2B (R2) R
Hicatv—&nado L, a— FERZEDCa— FET 3 DICIZBhEDIIEN 4 FIioi
CEENTEHAF L RILES OREE LU,

B. E2B(R2) & E2BR3)CH UBE# AT 2 2 L ARD BN TNER, a— MENER S

ERH 5,

REEEBOREA, BE

6ﬁﬁ®ﬁﬂ

6 EOE
EEDEF
ERmic i LT BN | BAKI6 TR OIE Gk3 6 EROE
- :

ICH ICSR E#bk Dl

16~

2014411 8 11 §



(AR 2)

(%) BFEShEEERZEBR (R3) “Cinunﬂavor%ﬁﬂﬁ‘zs:aﬁi“@% ABBThHDLEET
B *"C@JZ‘J@*BA JAT@??/ﬁvH TS EA SN D, -

o THEM rTﬁﬂJ & LT nuit ﬂavor?ﬁl{*ffﬁéfﬂ”tio‘ﬂ %@EEELXTTZQ E2B (R2) w
:—b)zb’rT%JSHFﬁﬁéﬂTW5% %@EB(M)@@E fT%i
“CRIET A = RICREShB T Ly e

o EBA DRE] & LT null flavor A SN D . %@ﬁﬁKﬁ?éEm(m)wﬁ—

LRI AN Fﬂﬁj ﬂ_%ﬁwéhfw@cu\%A FOEB (R2) OHBRERESINL

Wk, . ‘
. IEEﬁi'ﬂlimﬂ%"@nuliﬂavoriﬁﬁﬁ%é:nr:‘ao (7= & 2, r—v’;éﬁe‘/%")g'%”a)E,zB
(R2) HEERBESLENDE, . :
(+) BFXhFEBZ. E2B (R3) TRUETHAMEB (R2) CREEOERTHEZ &
BRT, E0X ) REE: UTFOT v A7 r— Nl s HEREHA S S,
« BB (RY) DEEABESATOBES, FROvy ELIRERSND D L,

o 2B (R2) DEHMBBESH TV WSS, E2B (R3) OEBIEFUTOLIKEREEL
Ak, -
o F—XHER C16.11 lfalsel | _nxﬁzéhzs L.

o F—HIEH C.1.7 X null flavor % rNIJ WWHREENBZ L,
- o F—HHEH CL19.1 X null flavor # NI KRESHDZ L,

522 BEWEE
E2B (R2) & E2B (R3) TiI, M4EMIE/MEECH LERS 23— FERD BTV 2,

LUF SRR EN D,

» E2B (R3) W7 o7V —FTBESE. UTOFr—2RELZ6N5,

o E2B (R2) OEHMEMN NI KKBREShTWALES, E2B (R3) OEBAR=—F
(RE3E] WHRESh3ZE, 2— FEZEDIC ﬂ—bk?ét \CIZBE O FELET 4
FItBEENTEHA T 2T OHREE LIy,

o E2B (R2) OEEEIPFEELRVES. 7/7“ﬁv~}~émﬁ.% /"12 Yoo
E2B (R3) WERIITREhARWI L,

. BB R) 0F UL L— K BERA. UFOr—ARELbAS,

o E2B (R3) OEAEHR=—F THE] KRESNTVSHEE, E2B (R OEH
aZ—F TRV EREEND T, :

o E2B (R3) DEREA MEE] KBRESNTVAHE B2B (R2) TRIOEAIEF
anT, EFORRIFSRHM (B5.1) KUTOERIERLEND Z L.

REZEMETE : EIF : C.1.11.2 BEWHNEER B DN

ICH ICSR. ittt . 2014411 118



(BlEs2)

o BE2B (R3) DEHEMREELRWES, FU 7 b—FahEAvE—YTRI®
E2B (R2) DERITTFENENWT &,

ICH ICSR E #tt oo fEid ' 2014F11 B 11 B

-18-



B 2)

523 RAEEOHE : o
E2B (R2) & E2B (R3) Tit, AEFOEEICH LELD IS FRARDENTWE,

E{EHE OFEE Alil o DR C31 o BlEEf2E
o BiHERE e MHEE
e [EHRERRRE . | o EFEREMAHK
o HURERAIER Y ¥ o HUEEAIEI R & —
— « WHO BREEMRT=% )
o WHO EEEFEMT= P —
U F— - FOfh
v EDith o B RS
LT AR IND,

» E2B (R3) 7 v 7/ L— K454, EAMEIXEB (R2) ®HEE»S E2B (R3) NHE
Ellﬂf—éﬂ’béik :‘_}"f-é‘%ﬁ;jllh—j‘—F{KT%f_&Jﬁufiﬁfﬁ@@%zﬁﬁ’f Hu%ﬁ
EENTEHA T RIZEI OBREE LV,

» E2B (R2) LF V7L —FTBBE. UTOr—28E2 65,

o E2B (R3) ©OIEBEH r&&%—/ﬂ%%%ﬂ BADEE, HEMEX E2B (R2) OHEHEIL=
=52k, ‘

o E2B (R3) @Iﬁﬁfﬁiﬁ F%%/?ﬁ%%J ThHaHHE,. E2B (R2) OEBEIZ=2—F
(2ol WREShDZE, '

524 EBE
E2B (R2) & E2B (R3) Tid. E#ﬁ#’;ﬁb%fxéw—md@bah’@\é

PUFH R Eh 5,

e B2B (R3) KT w77 L— K+ BEA. EEELEB (R2) OEAMD E2B (R3) OHE
Birar—anszl, :1_H’é‘%‘ﬁzf)ﬂu:ﬁ“}‘{Eﬁ"étbf}idiﬁﬁﬁf( FizHlEEh
FeHAF L2 HED DREE LIy,

e E2B (R2) RF YL/ L—FT388, UFOr—anZzbns,
- o E2B (R3) MEBEM MR UAOHEE, HAMIZEZB (R2) OEBIZ=2Y—3h
BT, '

ICH ICSR H #atE it 2014%£ 118 11 H

-19-



(BlEs2)

o E2B (R3) ERER (BR: THhHIBAE, FHRITEB R2) o7 —FHEBABI123
R ERANZ &, bW IcE2B (R2) ODAREOAMXIIA =y (Fiebb,
E2B (R2) @F—H#IERB B.1.1) & TR W) AELRITRESN D,

525 EXSBESOfEMT
E2B (R2) & E2B (R3) Tk, EEHBEEOMEBEMTICHLAERSZ 22— FRARDLEATNS,.

EEABEON | Bakl € T T
AR o BHAI
« FREER
o JERSE
LT ND,

» E2B (R3) K7 vy 7/ VL— 425454, HEETEB (R2) OEADL E2B (R3) OH
Bizat—&nsIk, :
e E2B (R2) ¥ V7 b—FTH5E, UTRFr—ARELLAD,
o E2B (R3) DEHEMM ML) LAOHE, HEEZEB (R2) OF—FEAK
avr—-EhdHT &,

o E2B (R3) MMERMEN [FEHRE] THHES, #iT5E2B (R2) DEBE MR
= lIEREL. [FERE) oz E2B (R2) DIEHOEHRRCET I FOMmo
B8 (Fbb, BE2B R2) OF —#IHEH B4k19) I2BWT, TEELFERSIO
BEERFEICREGT T, BT 5.

526 BRERRI-CETIEHHXRBRUI—F
SUTFOEBSWTI, —FDHA R34 v Tida—FR, b3 —FOHA KI5 TIREHE
BEOENPRD BT E,

ISR 3T TR et Frtrs
EERE ID 67 TEIHD = — G.k4.1.10. =R Bt
(8BE) G.k4.r.10.2a IDA— g wai /B
B~DEF R B.4.k9 GTHEEDa— I Gk4rlll B B0
Gk4rll2a DA—Va v af/ BE
Gk4.r.il2b D

E2B (R2) Tit. LEOIEHICIE, E2B (R2) HA FIA VONEIEHEINTND L3I,

a— FRFERTVWS, E2B (R3) TRREAL=— FRERATERTHI N, o IDSLHBAEED

EEERLTHIV, LEB-T, UFRHERIND,

E2B (R3) II7 G F T L— R 584, B2B (R2) OAEEICH-TEB (R2) O=—
F (BE0E) AR TAEB (R3) Oa—Riiabv—Xhadl .,

‘IGH%REﬁﬁ®%ﬁ

2014 11 A 11 A




(B 2)

~

S E2B (R2) ASME . =030 - . R
E2B (R3) HiA{E . Term ID (TEH 2a) : 030
' T T T Term D version (BHE 2h) E2R/R?

e E2B (R2) KF DI L—KTBBE. UTOr—20E% b5,
o AA— FEFR, R —3a W EBRIVIESTEB R3) KW= FRRINTVWLES.
S— FEEB (F4bbHEE 2a) AF0FFEEBR R2) OHEAICaEr—ENns 2 k.

o flida— FERN—T 3 4T > TE2B (R3) 12— FARINTWS, XiIEHA
FRHERMEA SN THAES, =— MEIXE2B (R2) OB 050) {(F7bb
Fofh) LBREIN, UTORF - s TEEMN EB (R2) ©OF —#1HE
B4k19IZatt—&N5 I & ("BERE L EOBRERE O~y F—)

BEOREEBIHT 5 B HLEROH

E2B (R3) AFd - fh ¥ 53R
E2B (R2) HiFd : =— N{E : 050
B.4.k.19: 5 [R5
BAOBRERBICEHL MOV AT A/ A= a BB LEa— FOF :
E2B (R3) AJMHE : TermID (AT A ; 23—V g )
\ E2B (R2) HiAE : . . 2=—FfE : 050
B.4k.19:  BOLEHEEE : Term [D

(2 2F 5 23— g )

Term ID 23455 S s, HESEiZ E2B (R2) CHEMTIEERED U A b & E2B (R3) TR
REDOY A MOBTOYy B IEFETAZ ENREE LV,

5.2.7 RIS
E2B (R2) "& E2B (R3} Tif, HHBROBEMIZH LERS I — FBROLN TS,

BEERO B AkS5. k4r. 4N
BEEEOTE B.4k5.5 . & ' Gkd.r3 e UCUM =— K
' ‘ ¢ A e {cyclical} (A
.8 _ )
e H o l{asnecessary) (ME
. B . W)
N - ' s {total} (&)

UFAHERERS, -

e E2B (R3) K7 v ¥ b—F¥ 554, HEMITER (R2) @I,Eﬁrbsrb E2B (R3) MIE
Hicav—ahbdZ &, :—Fﬁ%ﬁ@L:-FMTét TR D SRIE N A RIZE
EENFHAZVATHED DREE L,

» E2B R2) ¥V L—FT388, UTOr—2AnExbns,

oEB(M)®$&E$Em(m)Kﬁmr%ﬁﬁ@%\ﬁﬁﬁﬁﬁﬁ?tw%émm\
FOEE FERCEA) % E2B (R2) ORETRERHIZa—F32 L,

ICH ICSR E.#uftk st , ' 20145 115 11 A8



(BEs2)

o HMENRETESL (F4bh, 4MfERALTWS) B4, E2B (R2) OHEBIIT—#
HE Gk4r2IZIRENT, Rtz oEdsd, REBZERTIOMRERTHS E2B .
(R2) F—FHERB (bbb B4kes) o, Bk &icBIET5H,

£l
E2B (R3) AAfE : il - 025 ; BT - h

E2B (R2) HAME :
B.4Xk.6: FEHEIEIE ; <sumber><unit>

o E2B (R3) DOE{{ENE2B (R2) TRERTERVWESICIX, E2B (R2) 0EE%
F-FHE GRAr2ICHRET, Kb Icznifgsz, REEERTEREFRTHD
E2B (R2) D7 —#HE (§72dbbB4ks) ITELT S,

M oo— R TR {Cyclical) KBREEhTVNEES. BEE RO, +
bbF—FEH Gk4rlaRUGkdrlb) Havr—Xh, WV TS+ 5 HEN
fFEREhdz e,

<dose-value><dose-unit> CYCLICAL
<dose-value><dose-unit> AS NECESSARY
<dose-value><dose-unit> IN TOTAL

o ZOREDCHEBOERTOVTIL, REEFRICELTEB R3) ITRENHBEE
L ALDBRENDRZR DB EWS L ICEBETRETHDS (BFHHIITOWTIE 578 HEBE)

o E2B (R3) OEHBMEXEELRWESG, F 77 L—FRENEA v E—-DTEHZOD
E2B (R2) OEHICITTRENLANT &,

ICH ICSR Hifiit DHER | 20144118 11 B

-22-



5.2.8 MedDRA a1—F
E2B (R2) & E2B (R3). "Cf:.t MedDRA:x~}~®:~HI:M5$L ﬁ'etcéﬂﬁsz:k&b STV

(R 2)

RS A SR UBAHE | Bi7laz 250AN. D7irlb | N
W RS LB o
ft)  (MedDRA = — F)
#fAME (MedDRA o2 — B.1.8f2 250AN D.8.r.6b 8N
) S . :
BVEE (MedDRA =1— B.1.8g2 250AN D.8.r.7b 8N
¥) . .
#i X 1,7 FH (MedDRA. B.1.92b 250AN D.9.2.1.1b 8N (%)
_ 2 ) . ’
Bz L A5EE (MedDRA B.1.9.4b 250AN D.9.4.r.1b 8N (¥)
a— ) ' -
HOET 3REELVE | B.1.10.71a2 250AN D.10.7.1r.1b 8N
FEIERR (R FIFLE.” ' » ‘
FOfh). (MedDRA 2—
Ky : )
fEHEE (MedDRA =— B.1.10.8£2 250AN D.10.8.r.6b 8N
) .
EI¥EA (MedDRA Zt— B.1.10.8g2 250AN D.10.8.1.7b 8N
F) . _
BIER/ HEfs B.2i.lb 250AN Ei2.1b 8N
(MedDRA =— ) _ .
BES (MedDRA =— B.3.lc 100AN F.r.2.2b SN (%)
) o '
BEFIC L H2WA/ER B.5.3b 250AN H3.rlb 8N
BREO/ XHEEERFE
FHDEE (MedDRA
=)
E2B (R2) 2BV T MedDRA = — FIZH L TRESW A ERIZERT 250 07 TH HD5 E2B

(R3) W LERFERIZ 8HFD MedDRA = — FTdh b, LT, UTFH#EREINS,

o E2B (R3) W7 o7 7L —FT B84

HUTOr—23EFx2oh 5,

o E2B (R2) MEEEN SHIO¥MFETHHES, E2B (R3) OHISTHF—FEBILE
NEFIE—ENBT &, MedDRA =— FOF—FZEHBIT-OW T, MedDRA D
N—T g T AHEEIXE2ZR (R3) RUEZB (R2) %ﬂawﬂmwx /sz*/u_-
BWTHR—THH, Z20FFavr—EhdI &,

o E2B (R2) DIEEBEN SHTOEF TRWIZGE, E2B (R3) DA yE—VTg—vw b
ELTHHEREESBESN TV 2HE (07 I 7Bffash a7~ F7RE %
ZB) 2kE, TOEBRERSNLZ L, THALOT—FHBISWVW T EB (R2)
"OBEA{EIZEDEE E2B (R3) DHMTEHERIC 2 — &, MedDRA A— 3 3
HRE EHIZANTD,

1 E2B (R2) ACh{E : o— BfE : BERRE
E2B (R3} Hi71E : HHBIHE . Bl
ICHICSR E#atE oLl 200145 11 A 11 B

23-



(BlEs2)

e E2B (R2) WF U7 L— ¥ 384, E2B (R3) @ MedDRA =~ F{EILZ DX ¥ E2B
(R2) PEBREHBEHICaE—ZN2DZ L, MedDRA 22— FEIZARWA, HHFEHEHR
T —# B HEEE. MedDRA =2 — FEORD Y ICEHER 2 —ENd 2 L,
o— FRUHBEREE OMFAEET D HA IR a— FMEEhAIE B % MedDRA /83—
VarEREEIZaY -2 B,

529 O—FURXFRUUCUMI—F
. E2B (R2) & E2B (R3) Tk, UTFOF—FHEBIHLERSa— FARD LN TV,

EH /A ESEHHEB 1.2, :
DiEE (B (BF) Ca=x4)) {Decadel (440
LRCOBIER,FEF | B1221b | sfEEoo—F (MY D.2.2.1b UCUM =—F
FRERFOITIEE (B ARF—EET) " {trimester] (+5

fi) () ' A AAH =)
ROFER (B - B.1.1022b 1EEOa—F D.10.2.2b UCUM =— F
‘ : {Decade} (F)
BIER /B EER O B.2.i.6b THEEO=-F E.i.6b UCUM =1— K
R (B6D) ’
WER (BAD B.4k52 NEHEO— " Gké4rlb f UCUM=ai— K
BHER,  HEEHREE B.4k5.7 RFBEOI—F Gk3b UCUM =— I
TORWEHRESE (B
L)
EREMR LR (BAr) B.4.k.15b ofEFED=—F G.k.4.r.6b. UGUM =1— |
IR OITIRIAM) (B B.4.x.10b 4fEEOa—F (RY G.k.6b UCUM =— I
| (AN ARE—EEL) | {Trimester} (k%
A AR H—)
EHGHOEEREI LR B.4k.13.1b THEDa—F Gk9i3.1b UCUM 22—
Ve /BAEELEREET | B4kI32b Gk9.i3.2b
OEEMR (D) ‘
LAITAHEEREIND,

o E2B (R3) K7 v 7/ L—FK+384. UTFTOr—anEzbhs,

o E2B (R2) B MEMN] XX T ARF—] (EITFNLF 800 LT 810) T
HHEH. UCUMB 2 —FE{ JNIKRETHZ &,

{1 - E2B (R2) AFME : fE1; Bft=—F: 810
E2B (R3) HiJHE : B 1 ; BfL : {trimester}
o LEUADEE, 35T 5 UCUMBffiao— RE#ERTAZ L,
1 E2B (R2) AAH{H : {E 10 ; E{y=— K : 003
E2B (R3) Hif# : 2— R 10 ; BT : mg
o E2B (R2) IF O FL—FT38E. UTor—ABEL6N35,

‘o E2B (R3) TRWHREUCUMENMN—FFEB R2) FA X ROty 2
YIZENDZE, FOXIREE. MIETEa— FbEh{E® E2B (R2) OERIT.

ICH ICSR H o3 : : 2014411 A 11 H



(BF2)

U UHELY, MEEAIET— MET 2 A B EEOEE T FERESRAT A
H AT ﬁéj CDJ,’P‘:Ei Lb\

o E R OB E 1 B 5 B O mBuéfﬁyf~?tﬁménémmM$
fi=— FAEB (R2) TEASKWTWIEMLFA -THY 552 LIEERT HLERDD.

5210 BHEZ#EUCUMa—F

E2B (R2) & E2B (R3) Tid, UTOF—FEBIH L CEfIZ a2 H[ﬁ@“éﬁ%‘lu RirdhHE
nkd l‘o:hrcw ' . .

BB (R2) TREOEMICEE ST BRITIEE 35 TETHHR, B2B (R3) T
UCUM =i— RO &3 = & SR BT B, LiehioT, MFRERSNS,

s E2B (R3) K7 7/ ¥ L —F¥ 34, E2B (R2) OF—FWHIZUCUM =2--FD—&
ity By A, 7/t/ﬁéhtﬂ~“HiE2B (R3) mERIKEZNDEFEaL—&h
BHI &,

s E2B (R2) WH UL T VL—FTHEE mBUB)mmmM:~bﬁM%®iimB
(RZ) @EEBHE:&IEHL—:E éhé &

5.2.1 ﬁfx"—’—:’!-&(ﬁﬁ&%l-d‘st'ré—ﬂ‘l’ﬁﬁﬁﬂ)ﬁ%

E2B (R2) & E2B (R3) Thi. ﬁ&%&uﬁ&@hkﬁéﬂﬁﬁmﬁ% s LE 7 B IS RASR
BB TN,

TBAKITL | U

® NV
_ * T8 _ ‘ '
BR5 CRIIERIZER : | - Gk9id | e BV (FREEIT
Licin? W, BHERSIERL

)

s JZN0E (ERER
Folcds, BHERIXE
R Lol

o [TV (HES%E
fFo7e, BRIIT
)

e VWNZEERL (B
Ex{Thlbolk, B
FIIT L)

E2B (R2) @ B.Ak17.1 CIXEHEM | EOZAHE L 72518, E2B (R3) O Gk9id TRERO
BERZHHE LTH X,

ICH ICSR Aol _ 2014411 B 118

25.



(BIER2)

o E2B (R3) &7 v 7/ L —FT+38E, 2B R2) »F—#%IHA (B4kl172] KBNWT
BEIMGESNETXTORER, FEERICE LT, UToHBfIRERSh3,

o E2B (R2) mIEREA NI KREENLTWSES. E2B (R3) OEAMEIX DX
Fv (FHREZITV. BWERRERLE) | KREShB?Z L,

o E2B (R2}) MIEHEN i) WBREIHh TS . E2B-(R3) mEAHEIZ NiX
Wz (BREETo7008, al%)ﬁ&iﬁ%bfmwt) | KREEHRAT &,

o E2B (R2) OEHMED IR IKRESHLTWVWHHEA, E2B (R3) NEBEEIRES
ninz &,

¢ E2B (R2) ¥ U L—FT 254, DTOMGMTAERER,

o E2B (R3) @IEEBEEDR NIv-i3vy (BREZT, EMERABERLE) | CRES
NTWH%E, E2B (R2) OEBEMR TRV KRESHDZ L, |

B ERSETERLAETSTOREML, E2B (R2) OF—FHEE BAK172 10—
Sha (L11EEBHR)
o E2B (R3) @EAMEN Nv-nni (BREZT-o77, BWERIXER Lo
72) 1 KERESh TV 2854, E2B (R2) OBEEMEE VW) KREShBEZ L,

o E2B (R3) OERAEAGOBEAMIIRESHLTWASEE, E2B (R2) OHEEBER IR
Bl EREShD L,

5.2.12 4%%&'@%0)'&5“

E2B (R2) & E2B (R3) Tk, UTOF—FEE IZH L TEME 2— MMeT3BRIc B 2 HiE
BRD BTV,

YR (%) B.15 . Bk D.5 . St
o otk o il
# Null flavor : UNK, MSK,
o ASKU, NASK
ORI B.1.10.6 o Bk D.10.6 o B
o opE . Zik
¢ Null flavor : UNK, MSK.,
ASKU, NASK

E2B (R2) RU'E2B (R3) oW TFhodERITEBEW T, _:I/Lr“oanvf—ﬁrﬂﬁri{iilﬁﬁf@é
fodh, LATHEEREIhS,

e E2B (R3) 7 w77 L —FT584. E2B (R2) OF—FEE T E2B (R3) OFFA
BRa—Fo—Blrev'rahsZ s, BE2B (R3) WBWTHBNHREINR TV
WES. ST AERIZEB (R3) IREARNVIE,

* E2B (R2) ¥ w7 VL— 42384, E2B (R3) »F—XHEBIZE2B (R2) OB
el a— Fo—- %_v/t/&‘éshé L, FOF—FZHEENEB (R3) TREINT
WERWESE, TRBA] KERESNTWAEES, Xid mll flaver & R TWSES. E2B
(R2) TITHT 2TEBIEIFRE SN,

ICH ICSR B it o HEsR ' ' 2014211 8 11 B



5213 BEBEI-—F

(Bl 2)

E2B (R2) &.E2B (R3) ThL UT®;F&EH%:—bk?é%k%&éﬁ%mﬁwanf

RV

Te 0l=3~ToWE
el BET BT AT

TACK: A 16

- BARAENT,

ACK: ACK.AA |

s AE (77—t g

e 02=ICSR =5 —, R ET 7 —)
FeF A RTE ¢« AR (FFYFr—ayv
BIAERR-oT MR EET) )
HERE B,
« 03=SGML f#tf= "
=, A
FTofc<itEn
. Iphoif, X
ICSR A wt—3 | ACK:B.1.8 o 01=8EDHERAL | ACK: °» CA (23w bEH)
DIERIEE2— K IERTh L7z ACK.B.r.6 o CR (33 v MEE)
o (2= EDF/AIAL
FRRR LT
AT HEREIND,

s E2B (R3)

KTyTﬁV%F?%%%
N STl B S o I Nl

. E2B (R2) OREIEET—#THE A6 AT D

o E2B (R2) =—F l01] % E2B (R3) = F [AA] CEHETHI L,

o E2B (R2) =—F [02; #E2B (R3) =—F [AE)
o E2B (R2) =—F [03; %E2B (R3) =—F [AR|

WEBMTDHZE,
&:2'21’%‘3‘5: &,

e E2B (R3) K7 y7ZL—F¥554, E2B (R2) OFERLET —5HA BLSIILITD
LikwoErZEnsT L, -

o. E2B (R2) =—F o1l #E2B (R3) =—F TCAJ
v [g2) # E2B (R3) =—F FCRJ
. E2B (R3) OF —FHEBRUTOL Ky

o E2B (R2) =—F

) . E2B (R) KF DL L— R B85S

vrEhblk,

o E2B (R3) =—F TAA] #E2B (R2) =—F [01)
o E2B (R3) =—F TAE] # E2B (R2)
o E2B (R3) =— K TAR| %# E2B (R2)
o E2B (R3) =—F [CA|] #E2B (R2)
o E2B (R3) =—F ICR| % E2B (R2)

ICH ICSR E#ﬁﬁmﬁ%‘%

27-

CERTE DL,
WERTEZ &,

REHT ST 2,
= | T02) WEBT B L,
S 03] KEHTBE L,
a—k Tol) kBT L,
ok T02) RERFBHZ &,

204411 A 11 H




5.3 Hik

(BlE2)

E2B (R2) O—EOF—XEHIZE2B (R3) “C*iﬁU@é:hrcv\Za %n6®7~&¥ﬁﬁ®m&
WHBICET 204 ¥ 2 ERT,

531 EHIRET—HEB

AT D7 —ZH B EGI 2R E OB D v

‘ ATV S,

CELITIRAEATIEAW-D, E2B (R3) T

BRAADERE D EFERFZ )

5D LD TEVRES, O

EFZEENICHERSIE
P92

All4

N

BlER.  HES&D B.2i2 8AN/ 250AN B
MedDRA AZE (PT) @
MedDRA /S— g » o
FEEMEREA—T g BE ACK:B.1.2 2AN .
RS ROEFBESES ACK:B.1.4 100AN N
F O DEEE OEFIRE ACK:B.1.5 100AN
B5
zli%&&@%%ﬁfra HWAFEH ACK:B.1.7b 8N -
CITA#REINS,

e« 2B R3) KF v 77 1L— KT 5B4

Tz, E2B (R2) MERRERSNDZ L,
. s E2B (R2) REVLYIL-FTRBE, METAEAS B2B (R2) TRHEETHELD

E2B (R2) TikZ @Iﬁmia—éhm\

532 KEEMNAHNEHhIT—41EE

PATFOF—#TEB L E2B (R3) TiXHIBRINTW B2,

57, E2B (R2) KWEETIESIBEEESIAAENAIONEE LIy,

&

'774/

. E2B (R3) KT 37 —FEAXEFEELRN

E2B (R2) CTRMERT—FEETH

(ACK)M.1.2

Aot—UEAA-Vg v 2.1 -
AoE—UERN I —R |, (ACK)M.1.3 1.0 -
EFEEMEOZER A32 Zo— FEF -
- BT atiEm
PFAREND,

¢ E2B (R3) 7P v 77— KT+3E4,. E2B (R3) km;*ré-r—&réiaﬁxrfbtw
7®, E2B (R2) MIEHZEHRENDZ &,

ICH ICSR Bt feid

~28-

2014F 117 118



(Bl 2)

o BB (RD) KF VLI L— KT BBE, BTOr-AREX LR, o
o (ICSR ACK Ci3) 7—ZMHH M1 ICEBLEME LT Tichiesrack) #ANTH 2 L,
o (ICSRETFICSR ACK Til) 7F—#THH MI2IIBEEEE LT 2.1 #ANT 3
o (ICSREWICSRACK T F—#EHH MI3ICREEEMEL LT N.0) 2A075
\ap ;
o F—H#MWH A32ILEDOL— FER receiver TIFRRT D Z &,

53.3 RetEE -3 ES

ZOEB (R2) OF—FEHHELEB (R3) IRFEE LRV, BEEOMFIZ-2VWT 5145
RLTNA, - : I

534 SRRSMEE ‘
E2B (R3) THREBEBICHTIHFROBENRREIN., 2EREERKICEAKRT ST -FHB
(E2B (R2) ®ERAFF B4kS3) BHIRER TS,

AERICET AR SN TIL 578 BOREBFERICOVWTCER L AEZ2BRT I EMNEE
L, : : . _

54 BN

E2B (R3) TH—HOF—XEAMBMEN TS, E2B R3) OF—FERCHET 57— -
FIEEMNEB (R2) WEETANE I, IhAbh0vw v € FR2ERT D Z L BWEL
Prmic Ly, FhbOF—FEB ORRVFEICET 504 ¥ X T,

541 TYELTOLEWT—4EE

DFOF—ZEENEB (R3) TEBMEShTWAN, E2B (R2) TG 57— 21HH BTF
FELRYY,

EINDER EEENR | - S| cisl2 | TodAn
) B . |
WEEOBEEE - - C Car27 . 33AN
SEhdER (SIHEED - - C4r2 Ty AN
FHRE (BE) - . - D.7.1.1.6 e LB
PFR%EE ' - - - D.7.3 . AR
BEREMFICLLEFRE | - - - i Ei8 - 7 L
BE4 (MedDRA =2-- F.r2.2b 8N
K) ;
ICH ICSR H #utd: DEiR 7 | 2014411 A 11 B

29-



(BlAEs2)

PTREREND,

o E2B (R3) 07 v 7% L— R4 384, BB (R2) A FIA4 VICEAET 55— #1E
HMREFELRWED, E2B (R3) CHERBIIRERZRW, :

o E2B (R2) iWF Ty L— 1588, ThiERT—FHEH (BS5.1) IKEB (R3) OHE

HEEAATEIL,

auj

ICSR A & ek A - - ACK: ACK.B.r.5 A #+
e E2B (R3) IZ7T v/ L —F¥ B4, 2B (R2) WA FIA4 iciitsd a5 —2H
BATFELZWED, E2B (R3) OHEBIITEABRNI X,

e E2B (R3) WF T 7 L— KT 2384, ACKBrS OF —#IHEIZZWLETE I L,

542 HBOZH
E2B (R3) THRBROZBEESLXNBROZGENBENSHTNE,

RROBFES
ASKU, NASK
HEROBHE - - - | €512 2A '
ASKU, NASK

LIT##EEh 5,

e E2B (R3) K7 v 77 L —R¥ABEA, E2B (R2) HA R4 VR nRT 57 —F1E
HREEET, LESSTEB R2) ORAvE—VREINoDEREWED, 202
DOERRERRN,

e E2B (R2) IZF T 7 VL—FT 554, RROBFESTEUVABROBEEIZE2B (R2)
DA wEe—TVORBL (T7H5HEB (R2) ODEEEF A23.1) OEBICEEFHE LT
a—&hdZ &, E2B (R3) TRABROBEEENBVESNIBENRH DD,
E2B (R2) L2 —&NbiEE. Ao TCRELNFRVELBERERSEND, Zh
SOERD 1 OBPEEEINGES, TOEAKK IFH] 2HAwWaZ k,

#l: E2B (R3) AJME:
R #1 . BEES UK 111,BE 222
HEr#2 . BE&EE  FR 333,IT ASKU

E2B (R2) HAE : B&s4 .

#AB#1:111 (UK) ,222 (BE) : <study-name-1>
MEa#2:333 (FR) , &8 (IT): <study-name-2>

ICH ICSR Bt mHEis 2014411 B 11 B

-30-



543 M5ZAF
-m@%ﬁ%ﬁ‘mqmwmmm &%%%_ﬁmmzﬁéntamsaa)rmuTov HIE

(I 2)

H #3 MPID % U PhPID D&
BEOREEBET A RECER
-\~ etk R o3 B -MPID-B: |l DBr2_ | AN _ ______
CUMPID 23—V = v A
&=
BEOHEETIBREVEE - D.8r3a AN
shafE FEEIZ 369 5 PAPID D.8.r.3b AN
B PHPID 75— 5 2 H
BT
HoMETIBRECERR - D.10.8.r.2a AN
R T 5 MPID BT D.10.8.r.2b AN
-MPID »3— 2 B /&
5
A HoOETBECERD - D.10.8.r.3a AN
-EAEICHT D PhPID K D.10.8.r.3b AN |
(R PHPID 73— 3 » B i ‘
SEE
EmOBINKT D - Gk2.1l.la AN
MPID R U MPID 78— 5 Gk2.1.1b AN
v B/ EHE
EESOFBRNCHT B - Gk2.1.2a . AN
PhPID & TF PhPID /5—3% 3 Gk2.1.2b AN
v R/ EE : : '
sy BETERSy @ 1D R R - Gk23.r2a AN
D A—Ta A EE Gk2312b - AN -
E & LA O ID E1XID Glkd4r92a AN
Ny BRSEE Gk4r15.2b AN

LT AR s D,

e E2B (R3) 7 977 L— K434, E2B (R2) HA K74 LT ET 27—

HIR

BREE L2Wedh, ZOEBIRERRY,

E2B (R2) &Y v—FT25Es, EEHOBMAMESTS Eﬁunﬁ. cora' B D38
BL LTE2B (R2) MDA zt—vk: P—&nbt (FROTyEVI2BR) , &
EFEFIZONT, UTOEEN 2 Y—E15 : MPID RU'MPID A—¥ 3 A ft/EE..
XX PhPID 2 UF PhPID 3 — a2 At/ %5, {EROMIC"MPID" X I "PhPID" OHEIEFRFE
MEEnEZ &, A=V g AFREERNICERRT A2 L, "MPID" X3 "PhPID" L U E

EELAILEEYI o TR TRV IELETTD, '

HHRAOHAER L WE4 OEE & ORIEE LD TR,

o E2B (R;) OF—HFIEH B.1.8a OHEEFFEL LT D.8r2a-2b-3a-3b A= 1:“-—2'52‘1,6 hal 2

o E2B (R2) ®F—#EH B.1.10.8a DEEESE L LT D.10.8.1.2a-2b-3a-3b 7 3 B'— X%
k., ‘ ‘

ICH ICSR ALl 20145118 11 8

-31-



IR 2)

o E2B (R2) @7 —#IHHA B4Ak2.1 OEEAFL LT Gk21.1a-1b-2a2b Ba b —&Eh 3
Ze, ‘ ~ '

#l: E2B (R3) AMIE
© MPID : abedef ; 23— s B/ EE ;20080925
Xix PhPID : ghijkl ; 73— = AfF/HER : 20081028

E2B (R2) HAME :
MPID : abcdef (20080925} : <drug name>
Mk PhPID: ghijkl (20081028) :* <drug name>

544 ABEOERIKR _
E2B (R3) RERLENAEBREOEAHELTHS,

TBRREED SRR
PUFER a5,

e E2B (R3) 7 v 7’7 VL —FT3848, ZOERIIZRESHEY,

e E2B (R2) KA VI V—FT38E, 7 —FHEABR me"lZREINLTWhE, E2B
"(R2) OF—FIHH BAkI19IC BRI W) R (BEESICETZE0MholER)
MEMER3,

545 BEZEICKIEMNOREEE
E2B (R3) TIREREELC X IEMOEMMEROT —FERINBMENT,

EFEERUREEDOTR - - H.5.r.1a 100000 AN
WY B R TEE R UG08 : H.5r1b 3A

BE :
UTBEEENS,

o« E2B (R3) W7 v 77 L—FTa84. E2B (R2) HA BTA CERIET 57— 5 5
HARIEELRZWED, E2B (R3) OEFBIERENRN, —

» E2B (R2) ¥ V7 VL—F5 254, E2B (R3) TIUEFOERIEHME (Thobb
E2B (R2) ®BS5.1) KF—FEA HSLlaZUHSrRb B BMERE 2, ZOEHRO
MRS LT TEFEE] 2BML., T CTHLRICESEE2 7T,

%l : E2B (R3) ANfE:
HEFOBRROARL : HVI B
BEEOERDER : jap

ICH ICSR F #pE DHEsR - 220M4%E11B11H

-32-



(BlEs2)

E2B (R2) H{ /1A .

<content of case narrative>
FEHIHEEGap) : VD I
5.4.6 ﬁ“‘/ﬂdﬁéhf..‘ﬂ#ﬁ?/ﬁ*E%

B FOF— ZIHER E2B (R3) CEM ST A EzB' (R2) RS 55— ZHE MR
FELARY,

BEmCERis L. B B2i0 |  200AN E.illa 250AN
IHRRC L D BE I -
BITER HEFS
BRahI, B RIEHE - - | EiL2 - 250AN

L D BESRIBER ' -
AEER

ATHHEREh D,

e E2B (R3) 7 o 77 L — R+ 584, E2B (R2) HA K54 At a7 —421EA
BIEEL RV, E2B (R3) DIEHIT R I,
-EE(M)KF¢V¢P—F#6%A LT A —2AREZ LN5,
o E2B (R3) D7 — HZTEE BL12 BB ESHTWAES, SS2BEICGERT X510, &
ETHITEHY B TEToTEB (R2) OF—FIEH Bi0lkkat—&h3,

o E2B (R3) OF—HEE ELI2 BBESRTHOARVES, 552 B0l s k3.
BETHNITH VR TEToTE2B (R3) ©F —#EHE Eilla% E2B (R3) 07—
#IEHH Billb (FfF=—F) L3 E2B (R2) ©F —FEE B2i0ilat—snd,

547 HESHhEER _ .
E2B (R2) LU TFTOEBILEZR (R3) IZBWT 2 00HERBIZHITHN D,

% S IR B.1.9.2b 250AN Do2rlb SN
WEShE (BH - - D:9.2r2 250AN
FLRR) n . .

'E2B (R2) #A FIA ik - OF —HEBIH LT, WA TE 5841 MedDRA =-- 1 %4
FHZERHEELTEY ., SFSEASND,
e E2B (R3) K7 v 7 ¥ L— FT 354

o HENT MedDRA = — FREEREINTWDEA. E2B (R3) OF—FHEHE DS2r.1b
I E2B (R2) @ B.1.92b.DF—Z & AT 5,

o BENHBIHTHIES, E2B (R3) OF—41EH D92r2h.E2B (R2) @
B.1.92b OF — 5%2\%'3‘6

e E2B (R2) k¥ U7 L—FF B84, JJTaw—zzﬁi%zr‘mao

ICH ICSR A i fEid ' 20144E 11 8 11 H

-33-



(Bl 2)

o E2B (R3) OF—#IEEB DI2r1b OLARESHTWAEES., 2B (R2) OF—%
' HE BI92biza¥—3ha,

o E2B (R3) 5’)7"—"5'155 DI2r2 DHBREENTHHEE. EiB (R2) mF—#1E
A B.l92bica2t—Xh3,

o E2B (R3) GDD92r1b<EE2B (R3) ®D92r2®ﬁj§®7—~—ﬁrﬁﬁyb= EFahTwy
L6 '

m E2B (R3) OF—FIEEH DI2rlb DA E2B (R2) ©»F —FTHHE B.1.92biT=
E—ihad,

m E2B (R3) @F—FEHE DI2r2 NRMIFEROEE (Bs.D Kat—shd,

548 BlHIZkHEH
E2B (R2) U TOERIZEZB (R3) B T2 o00EAICGT RS,

uufrﬁ 1% &‘E[zl 1.9, D.9.4r.1b 8N
FRICLSFER (BB - - D.9.4r2 250AN

wH)

E2B (R2) HA FIA Vo nF—%EBICH LT, BHETE 5541 MedDRA =— F&ER
TAZLEWRLTEY, LTHEREIND,

e E2B (R3) WPy 7/ L—F¥ 355!

o RN MedDRA 2 — FAMEAINRTWAEA. E2B (R3) OF —FIEHE D.94r.lb
I E2B (R2) @ B.194bDTF—E%AFT5H,

o MENHETETHAES, E2B (R3) OF—FEH DI4r2IZE2B (R2) @
B.1.94h DF —# # AT 5, :

o E2B (R2) WHF VLI L—FTEEE, UTOr—aAn&Eibhd,

o E2B (R3) OF—XIEH DIArlb DLNBHREENTWVWHEE, E2B (R2) OF—#
HE B.194bleat—&hs,

o E2B (R3) MF—#IHE DYAr2 DHARBREINLTWAESE, E2B (R2) OF—FH
HB.194bizat—&h 5,

o E2B (R3) ®DY4rl1b & E2B (R3) M D.94r2 DG DT —FHE N 7.&“ EhTwy
HEE

B E2B (R3) OF —#TIEE D.OArlb D& R E2B (R2) OF—FHEH B.1.9.4b =
EF—Ehb,

® E2B (R3) OF —HTEE DIAr2 BiRdiFROEE (BS)) Kavr—ahb,

ICH ICSR HifatE R ' 2014411 A 11 B

-34-



(Bl 2)

55 F—REBEE -

2B (R3) BT — %@%507 &ﬁﬁﬁmr%éﬂfwé %@iotﬁﬁ@%&
WTHEID B TERY THEAD L INCEAT BT A ETT,

551 - #EéhT_T—QIEEG)ﬂJUP’C

PLFOF —#EE R ER (R3) | b\rﬂﬁéhf:bb A RILEB (R3) OEEH A
FIZdRERTWAE, “hbHDF— 5’IEEHiEZB (R2) ¥ w ol —F+ae8I0ETENRS
ZLEBREFELWY, o

BEEOLY, TEERT A2.1.1b 35 . 4  cCarl2 |
: o A2:1.1c 15 C2r13
A21.1d 50 : C2rld
R H R ©A312 60 . €32
RIEZOWS ., ABT, By A3l3b 10 C33.2
ARV A313c .35 © €333
: A3.1.3d i5 C3.34
: A3.1.3e 35 C3.35
BEE (SR = B.1.1 10 D.1
Lo l) : B.1.10.1 ‘ 10 : D.10.1
BEL (BETH B3.lc 1 100 Fr2.1
BEBFHETIOHRER B.4k6 100 Gk4r8 (
EESHF (8HRE) B4k7 50 Gk4r9.1 60 ()
S e T RSPt B B.4k.183 35 | Gk9i2r2 60
' B.4k.18.4 35 Gk9i2r3 60
LITAH#RERS,

* E2B (R3) K7 v77V— 45454, E2B (R2) OF—FHEBIZEB (R3) OF—%F
HBlzav—ahd, ' '
* E2B (R2) RFYVITU—RTHBA, UTOr—2ABE2 65,
o HEMEMEB (R2) FA F7A rTRESNYA AHMBEZBLARVEE, HE HiX
E2B (R2) OF—#HBEIaY—&ENn3, -

o HEMENEB (RD) HA KIA L TRESIESA XHIBEEL 584, HAEE
E2B (R2) #4 FTA L CRESASA RHRMSD 3 X2 Ui R ST D
BT Di. D3RRI RTIMTONE S L EFTEDK L. CRERD
B,

#l: E2B (R3) AFME
20 (F DA XOIEH : 123456789012345

E2B (R2) HiAfE :
10 LFOF A XOEB : 1234567...

(*) BRENET—FEBRZAFU T (TR REORD, HEVIFERTHOL
W) THIERTED, EOL S R7T—5HAHDOERIC ST 5.6 RAICRIET 5.

ICH ICSR il 2N4£ 11 A 11 R



552 fikEhi7T—2HAORRE

BFo7F—4#HEBIZE2B R3) IKBWTIHEESNTEY., 8% 4 XX E2B (R3) OFEELA
E S v— R 38880ETHN

FiorEhTW3, ZhbDF—#2EHIZIEB (R2) 12
A, EE£REBEIXEB (R2) oRBREEMIcar—ShsZ EBEE L,

(A 2)

BEEBRFLTCHIEF A182 100 C.1.6.1r.
FERURERF ORI Al11LI 50 C.1.9.1.r.1
HEWIE, MEEEH Al13.1 200- Cl111.2
BN A23.1 100 C5.2
HRERKIEE (R P—) A232 35 C53
DHREEE

B % IR PR R OB B.17.1g 100 D.7.1.r.5 2000

% (BERUE) B.1.10.7.1g D.10.7.1.r.5
BET 2 RECEHERER B.1.8a 100 D.8.r.1 250
B+ 2 EERS (B B.1.10.8a 100 D.10.8.r.1 250

Shic®RE) (BERU
)

FEFTERINE, F— B.2.i.0 200 Eilla 250
WIERIRIC L nREX R

Btk HE%Hz
E—rERRIC L VBRES B.4k2.1 70 G.k2.2 250

N ERER

R4y RERS4 BA4k22 100 G.k2.3.r.1 250

ERBIZET 5 £ DOMOR B.4.k.19 100 Gk.11 2000
# (8 hmE)
EFDOER B.5.2 500 H2 20000
REEBEDOER B.5.4 2000 H4 20000

AT AR EN D,

e E2B (R3) K7 o774 vhbﬂ'éf»ju\ E2B (R2) MEBILE2B (R3) mERIr a2 —

TDHTE,

¢« E2B (R2) &&# '7/?°V~F‘§‘ZJ%A UTDr—2BEzLbR5,

o IRR{EA E2B (R2) WA N4 TREShEY A XGIBEBLLVWES, HEER
E2B (R2) ©F —FEHIE=E—&h3,

x{ﬁEEﬁEm(m)ﬁ%F?%yﬁaﬁéﬂt&J%ﬁ@%ﬁié%Q\ﬁﬁﬁm
E2B (R2) #A FIA L CRESNEYA REIEN,D 3 LEEE LB g S TEHY
BT DAL, BHEOD 3 TR BTRThhED &R

ND, EHIT,

MBS ISESIZaY—3h 3,

BB BB,

B Al182/C.l6.1r1

H Al1I111/C19.1r1

H Al1131/C111.2
B A231/C52

ICH ICSR B HajthonHELs

E2B (R3) MEEBIIE2B (R?) DIRikiEEiE.

.| CEX#LH
T72bH E2B (R2)

S ENAHEBIIG LT, HROANCLLT O

Z Dt > &

AEGIRRR-F

A

-36-

| REEE/EEORK

2014 11 H 11 B



(Bl 2)

W A232/C53 HBREREETORBRES
W B.1.7.1g/D.7.1rx5 wEE
. m Bl8a/D8rl - EESEHE
m B8.1.107.1g/D.10.7.1r5.  HORRE
Bt biossl | ROBEMEARE
®m B2i0/Eilla BER BAESR
B B4k21/GK22 EERA
M B4k22/Gk23r1 &g
B B4k19/Gkl1l . BEKICET ST OMOHER
B B52/H2 BEEOER
B B.S54/H4 BEFOER
. E2B (R3) AJMHE: 120 LF DY A XOEE @ 123456789012345

E2B (R2) HiF{E : 100 X0 A ADHEE : 1234567...

FEF OB IERR (RBR4 O
- <case narrative section™>
R : 123456789012345

553 REMFEHOES (HEE)
E2B (R3) TIIBLTOHEMBEIER DA ABRIEEI TN,

HOFR () B.1.10.2.22 2 D.10.2.2a 3
UTFRHEREND,

« E2B (R3) Io7 v 77— R34, E2B (R2) OEEIEEB (R3) OEBIC=E—
. EnB, '

o E2B (R2) RF UV T L—FTHHE. UTDr—2R8EL6N5,

o 2HTEENRERENTVWSEEG, E2B (R3) OEAIXEB (R2) @HEBlav—&
na, L o .

o INOBEMEM SN TNBEE. E2B (R2) DR 9] KRESNA,

ICH ICSR E #fuid ot ' A 20145 11H 11 H

-37-



(¥R 2)

5.6 Null Flavor

E2B (R3) TiE. WL OO F—FEBIZOWT, ZI3A AV —FH#O=D, XITIFERARH
OBE D7 HIZ null flavor & ENEFEBRE LTS, —Foa—RbefhFDa— Rk
ORI TERTHIFEDHA ¥ AERT,

56.1 EEOHBERHARICET S Null Flavor

E2B (R3) TIHZLAF O{LEOFEES B 2B L T null flavor T=— FibTAZENTED,

WEE ORRA A2lla - carli MSK. ASKU,
NASK. UNK
HEFOLE, P4 A2.1.1b - C2rl2 | MSK, ASKU,
TR A2llc ' C2rl3 NASK
A2.1.1d ' " Clrl4 ‘
B O E DR A2.12a - 'C.2r2.1 MSK, ASKU,
A2.1.2b C2r22 NASK
W|EHEOER (FH. A2.12 - C2r23 MSK. ASKU.
HETH, EEIFIELER A2.12d C.2r24 NASK
VEI{EEE) A212e C.2r.2.5
A2.12f C2r2.6
SUTHRHER N5,

o E2B (R3) K7 v 77 L —FTHHA, UTD/—ABEXBND,

o E2B (R2) MEBEMNBREEINTWARWES. E2B (R3) OF —FIEHITRELEWN
EBETHDED) ,

o E2B (R2) mEHIC RERI BBREINTHWIHEE

W E2B(R3)?DF — % XH A 23 null flavor & LT UNK % f# F A 487245513 null
flavor(UNK)DMER S h 5.

‘W E2B(R3)D 7 — % TH B 73 null flavoer & LT UNK BHERATERWERIIFOERITFR
EY 1N

o E2B (R2) OF—FEHIZ [AAFHRRE) ﬁﬁ’“ﬁénfu\é%

N E2B(R3)DF——# IEE A null flaver & LT MSK % i FT#87245-A 1 null
flavorMSK)MEH 23,

B E2BR3)DT —#HB A mull flavor & LT MSK &ﬁ%f%m\%ﬁi%wﬁﬁ
Téh&w

o DT RTOHFE, _®?~&ﬁﬁﬁizlsjc%@fm®ré EEENHRIIHE -T2
E—&nd ZYUTI8HE) .

e E2B (R2) WA WA L— R+ 584, B2B (R3) DIEHLE2B (R2) OEHICaE—
Ehaz e,

o E2B (R3) MEHEMBRESHTWARWVES, E2B. (R2) 0EEITREhARWVWIE (fE
BEThHED) ,

ICH ICSR E i HEst 0144114 11R

-38-



@Mﬁz)

o E2B (R3) OHEEHR~A%L 7 ENF null flavor (UNK. ASKU, NASK) k"é#’b'ﬂ\
L%A. E2B (R2) OEHICIIEECARE MR8 Rshdz e, 0

o E2B (R3) DEHEMYAFYZ &N null flaver (MSK) & ENTW5i54E, E2B
(R2) OEBICHBEEOME MEANFHREE] I REndl L, :

o MOFSTOES. = OEHIATEOMOE EE S I HER I o T 2 P
BZE (BNTHES) . '

null flavor (UNK, ASKU, NASK, NI, MSK...) #SA &5 AlHEMED & 50 E2B (R3) 0)IH A
i, F2B (R2) WHERIRABITME INA T L, Thbs, BED E2B (R2) OWEA I
S, | |

56.2 E2B (R3) C@EEINZT—H#EBIZHT S Null Flavor
E2B (R3) TH. UTFOSERF—FEE % mll flavor Ca— F{ET 52 L TX 3,

B (BRI = BI1 . D1 MSK. ASKU.
‘ V%, - : _ ' .. NASK, UNK
EATHHEREINS,

*» E2B (R3) WF o7/ L — K3 358E4. LJ?@&—_Zﬁi%;’cBnéu
o E2B (R2) MEEANRENTWARVES, 75 E2B (R3) OMEE 12 null flavor
CLTUNKZRETHI L,
o E2B (R2) OF—#IHA [ =% (F72bh, BLID) OER UREA] CRE
é?}”b'(‘lﬂé%u— . ®ET 2 E2B (R3) OHEB I null flavor & LT UNK ZERET 5
o E2B (R2) DF—FEH =%/ (FTidbb, Bl OER [BAFREE)
CREENTWAERA., T2 E2B (R3) @IEHIZIE null flavor & LT MSK IZ7%
ETHI &,
e E2B (R2) IZH# O L —RTBEE, LTOr—AnEzbhs,
o E2B (R3) OF—FIHE (A =i %] (bbb, DI1) OfEH UNK, NASK,
ASKURREShTW3E, MET 2 E2B (R2) OEAIEEEEL LT IFH#)
CRERB T L, | :
‘o E2B (R3) OF —#FER (A= % (Tbb, D1) OFEF MSKICRESNT
WBEA, MET2 E2B (R2) OERICEEEEEE LT MEAKRRRE TREhd
&, ' .

ICH ICSR B #Ess 20145 11 H 11 B

-30-



(AR 2)

5.6.3 EEOa— FRUAHIZHT 3 Null Flavor

E2B (R3) Tit, U FDa— FEUVHNOT—FHEH % nll flavor Ta— F{E§5 2 LB T
5,

o : Bz
A213 . C.2r3 MSK., ASKU,
. : . NASK, UNK
EiR A2.14 - C2rd UNK
AEAH (AE) B.1.2.1b - D.2.1 MSK
BRI EE SR ? B.1.9.3 3=A<B§ . D.9.3 ASKU, NASK.
. UNK
HOEERA B.1.10.2.1b - D.10.2.1 MSK. ASKU,
NASK
M (BE UIBOET B.1.7.1d 3=REQ D.7.1r3 | MSK. ASKU.
2GR R OB IR) B.1.10.7.1d D.10.7.1.r.3 NASK., UNK

LITA#ER s 5,

e E2B (R3) W7 o7 L—F+BEE8, UTOFr—2RRNEZXLNS,

o F—H#HEB HRERsNEZN?) (Thbb, B1.93) Xk MK (BEXITH
ORAET HIRRERUREMAEER) 1| (b5, B1.7.1d XX B.1.10.7.1d) 2% E2B
(R2) BWT 3] (FH) THHIEE. #Ed5 E2B (R3) OHEHE X null flavor
(UNK) &REnsI e, ‘

o E2B (R2) IZBWTHOWTNRIAOIEEIRENTWRWES., T35 E2B (R3)
OF—FEEIFRINRNI L,

e E2B (R2) KA DL Z L — T35, UTFTOr—2il3EZz6h5,

o F—#WEE HRIIEHmINREN?) (Thbb, DO3) Tk (BEXBROME
TARERERUREAEER) | (Fabb, D713 XiZ D.10.7.1r3) 2 E2B (R3) 2
BT mull flaver (UNK) ThHEBF. T2 E2B (R2) OEEER 13)  (RE)
LrEhdzk, ’

o E2B (R3) HBIFBMOVTRIOERL null flavor Th BEE. HEET5 E2B (R2)
OERIIFRIhBNI &,

ICH ICSR EiffE i 201411 A 11 A

40~



57 &

BE2)

BB (R3) CH. W ohnF—FEHICH LT, EHRamE by s e s st o

tb@ﬁt&ﬁ&b

571 B

Jﬂﬁﬁﬂﬁﬂ)l

BRINT D, i?‘ﬁé%mﬁf@ZﬁﬁYﬂ_Bﬂﬂ'éﬁff B RAETRT,

2B (RJ) Ti;’c% ﬁ:r*ﬁ%ms{%n@ém EREHY %Eﬁ%!lﬁﬁﬁ@f_&’ac_u&oa)%*?kf*
_ %&ﬁ@ﬁf&éﬂé_ WIEQOERIC LD UTFOTF—FBHBEEEZT D

=y

BEEOE=—F

Bl BB EOF—RIEHR

uTﬁﬁﬁénéa

e« E2B (R3) W7 v 7L —FT 384 :
o E2B (R2) OF—#HEB ALIIXERINDLZ &,

o E2B (R2) D&E—

WRIEHIE (A2.1) XE2B (R3) DEF—

vy bErrERS L,

EE— VARSI E L,
zar—ShAH Ik,

C2r3i

YIEHIE (C2r1) 1T

E2B (R2) »F—# A A2.13i3E2B (R3) »F—¥HEH

oEm(m>@;yt—vrﬂm7%¢%~ﬁﬁﬁﬁmﬁm@%ﬁhﬁL E2B (R3)
DF—FER C2r5 M TRESNDZ &, ThIADE—REREIZOVTIL
S —HZIEH C2r.5 X% E’éﬁ’biﬂb\

+ E2B (R2) ST - KT REA

Em(m)®f~5ﬁﬁAHhﬁ:ﬁﬁﬁ%(?&b%Eﬂ(M)m?—ﬁﬁﬁ
BE) CHLTRESNZF—RERREOEDE (97205 E2B
(R3) @7~—¢¥E C2r3) BAAENDHI L, '

EB(M)@%%—&ﬁﬁﬁ(cnnnimBG&)w%%wkﬁﬁm(Am)r
vy EVISENETE,

%L, E2B (R3) OF—-ZI1EH C2r31XE2B (R2) ©»F—FIRHE

o

C2r3% I

AT
A2.13}

zav—Ensil,

E2B (R3) @oF—# &R czrstztﬁ%ﬁé:hza L,

ICH ICSR EHutk sz

41.

2014F 11 A 11 H



(Bl 2)

572 BIER/AEEENRELEE

EIER / BEESZREHR LE-EIC 2T, E2B (R2) TIHEF L~ CREFESNAIEFOEE
Thy., E2B (R3) CHEWER BFEEZL A TRIFSNIEVELAERRER THLLD,
E2B (R3) THRELALAFIEHRENTNE, BEOELBEICI DL TOF —FHE BEELZT
%,

B, BRI AL2 2A e =
7= E oA B '

BHER/ HEESRBRERL T - =9 n
B D= ‘ FRUIE L ATEE

STAEREND,

e« E2B (R3) F v 7 ¥ L— K434, 2B (R2) OF —#IHB A123 E2B (R3) 1o
CHNABRTRTOF—FEBEIYRat—Ehbs2 s, ¥hbb3_UORIER /A%
HIZOWTRILEE 25,

e E2B (R2) KA U —NT38E, F—#EHEBIIBRESN-RERBEHES
DEPORERBICHT S E2B (R3) OF —FIEH Ei9A E2B (R2) OF —%IEB A121Z,
TROLEFBEDL ATt —Xh3 2L, BIER/ EEEHOETOENLN D
Bo7—2RABEREAL 2 L,

- 8.7.3 ﬁmﬁﬁ!iﬁ%ﬁ%

E2B (R3) CHREFOEMRESZICH L TERIFEBERENTVS, HEDETIZLY U
TOTF—ZHEENEEPZITH,

HHYS B OERRESES Al.101 100AN - .
HER AT E A O ERERRIF - - C.181 100AN
FDMOFEEE DESIRE A.1.102 100AN -

E5 ‘
AIER DFH—EEE - - C.1.82 o HHLE
' - ' | e 2ol
TR ENS,

e E2B (R3) K7 977 L Fola. UTOr—2RExbhd,

o BREIYROEFREFSL L TEDB (R2) OF —FHEHAE AL10.1 BAFRINTHAHA,
ZOEEMMNE2B (R3) OF —FEA Cl81ICav—Xh, ¥F—¥IHE C.1.821%
TEHEINE CHREShDZ &,

o FOMDREEOEMBEZETL LTEB (R2) OF—FHEBA ALI02 B FEh T
586, TOHBMEMAEB (R3) OF—#HEH C18.1iczt’—&h, F—#IE
C.1.821k TEmfh) TEEEND Z &,

o E2B (R2) @R yE—PRAT—FZHEENTINTWIHE, HHlLROEARES
BOHRPERSNDZ L,

ICH ICSR Bt D3k 201411 A 11 A

42



(BEs2)

e E2B (R2) KA Y2 L—KTBEE0. JJ‘FU)/I—Zﬁ‘S%iEHE) :

—~ o-E2B—(R3})- ®F —FIBH-C1.82 5 RHEE) K& ;’*‘Eéﬂ'cu\ «-F2B .(R3)..®
FoZEEC181 M E2B (R2) OF—FHEE Al 101 (Fiabb, iﬁﬁ?ﬂéﬁ@{“m
%ﬂﬂi‘gﬁ) {oap— éﬂé é:'

o E2B (R3) OF—#IHE C.1.8248 7o) (=7% f‘féﬂﬂ\éﬁm E2B (R3) o'o'
- F—2TAH-C1.8.1 A-E2B-(R2) - OF = £ IHEA-A.1.10.2 . (ZOMDEEE OREFIRE. . -
%a) ma b — ézhé & '

5.7.4 EEENEZESRUFAXES
E2B (R3) THREEZVEFEERUVFAXERLN L TRAZFENRREN TS, HBEOE
FIr LW TOF—HHEBEEERITE,

EEEOBESS 3.

EEEONBREE A3Mg' SAN -
EEHEOBFEOEES A3.1.4h 3AN - -

B{EHE D FAX EE A314 10AN C.3.4.7 33AN
EEE D Fax WIRES A3.14 SAN- -
EEHO Pax DEES A3.14k 3AN - -
LTRSS,

. EZB '(st T v L— R EEES, E2B (R2) @ 3207 — & HHE 3 el" X1 "fax"
L2 HITHEE &, E2B (R3) DE—OF—2EEICIE—ShBE ok, FT—HIEEY
A RITIEHIRIZ 2,

f# : E2B (R2) AJME:

REHOBEES 12345678
FEEFONBRES 123
EEHROBROEHES +44

E2B (R3) HiMME ’ .
EEAOERES tel: +44 12345678 123

e E2B (R2) KX WL L — K538 e, B—07—»EAEB (R3) RE0EE
L. "tel" X ax" & RvC) E2B (R2) OxET 5T —H#IEE (%%ENEE) (el
PeihBo b, aP—FAERETEAES, EEYIVBTOhB DL,

%11 : E2B (R3) AJIE

| EEFOBEERE tel: +44 123456
E2B (R2) HYA{E :
BEBFOEFEES < +44 123456
#i2: E2B (R3) AJME: , .
EEHEOBHET tel: +44 12345678 123
ICH ICSR At ot 20144%5 118118

-43-



(BEE2)

E2B (R2) & :

EEHOBFES +44 123...

5.7.5 BIFAXE

E2B (R3) THEBIAXRIZH L TRRIFIERREATVD, BEOCERICLIUTOTF—F
HERRBERT D, - :

SURCAR 2 " S00AN Car.
B IFHRIC ZPMEREIC | ASKU, NASK
BT BT
PR S B,

‘e E2B (R3) 7 v 77 L— FT 584, E2B (R2) OF_TOE—RIERENDL DT —
FEE A22% 22— L, B—REBRETLICHOERIZZS L5, ZhboD{Es:
E2B (R3) OF —FHRA CArlizav—75I &,

» E2B (R2) RV VI L—FTHIEE, MEINLRVEB (R3) OF—FIHH C4rl A
TARTar—&h, ZhboEXREBA EOE—RIERED E2B (R2) 7—FTHH
A22I2a—&h3 s, T—HEBREIan L TRELNS, 2 V—THHBEA
YA ZOHIREBLSHE. FRIIMVEBETONLDZ L.

ICH ICSR E #ftk et 201445 11 B 11°8

44



57.6 Efft. ERttoEE

E2B (R3) TilEEMOEREC

(Bl 2)

4 LTHR 2 FHIAR ST 5, F2B (R3) Tl FIEM,/

HFEFHZODEIBRESNLTWADT, %n%nmﬁﬁﬁ/ﬁ£$%uﬁbfréné Higo
EHEIZX VL TFO7F— 5’%5 BB ZT 5,

EEEOEE & |  AlLs2 . Ei32 | e e
BB . FIL AIAY-4 BUfER, -~ FZES | » Null flavor (NI)
. A L
MEFIckoTH B.2.i3 o MEHIZEVE E.i3.1 e BEFICLVE
ELESNZRWER | BIER - EFEFES | ELEhieR, ﬁf@@/ HEHES Bl AN,
SEEES e  HeEE _ et HEM _
: » PEFICLIVE o PEFITIVE
ELany, ¥ BEland, ¥
BE 7 2
e PEFICLVE s HIEFITLVE
mLxh, HE BeEh, BEE
o EHICLVE o EFICLDE
' Elahelho Bl IR
s, HE =, BEE
PUTFA s E N5,

e E2B (R3) TP v 7/FL—F+3Es:
o E2B (R2) ®F—#IHEH B2i3 (EHEICL - THEL Sh-BHER AEES) I

. E2B (R3) OF—#HEAEilZwyErZandse (ALE .
o E2B (R2) ¥ —#IHA B2.i35 TEHE)

KREShTWS58E

ZeREs L

?ﬁﬁénfwéEm(m)@E%ﬁ@%ﬁﬂﬁ#é?—ﬁ@ﬁ(?ﬁbBAuz

iX. E2B (R3) OZRER/ FEFRIIXT 57 —#HHE Ei32
E2B (R2) @5 —XIHH B2i3 IFEEHE]
?EHEB;@%@W%/ﬁ%§%KoWTFM@mmMmmmML:

ku

o mBGu)mr—ﬁﬁEBzﬂ#Ténthw% .

KEBEIShTWAEE,

Zar—-shd k.
E2B (R3) D7 —

REENBZ

TS L L TRE SR

TW3 E2B (R2) OEEEOERIC T A7 —FHB, bbb A 152§, E2B

(R3) OFBEIER FEFRIIRTA7—FHHHE Ei32

ICH ICSR H M it

WwKaEr—ashdl i,

2014 11 A 11 H




(B 2)

o f#1;
E2B (R2) AE :

ERMEOEE (A152) : FEr : 10 ; KN LB R R AR RIS &
DN

BIER /AEFESR1 (B2i3) #EFCLVEEL Xh, HE
BIVER.  BEFE£2 B2i3) |EFICLIVEEE shT, FEE

E2B (R3) HiAfE -
BUER, HERL

HBEBICL - TEBEL ShZBEM/ FEFL (Ei3l) H#E5FcLvas
LEh, BE

HEEMEORAE (Bi32) B :true: £MEENTHD : NI
ABE @ NI; KR ITRE2EE T b0 NI ERKBE 353
- bHD: NI; O NI
BIVER . HEFH2

REFL Lo THEHEL ShZEWER/FEFS (i3l : GEFLvEE
LEhd, HEE

EEMOREE (Ei32) L N ; £AEPEHTH0 : NIAE : NI; kig
HISUSBRE RS RN 2IT a2 b NI EXEXE2ETHLO : NI; 0
fils : NI .

B2

E2B (R2) AJME :

ERMEOREE (A152) :BE i3 AENIEE L EE BERLES b
HERINY-J

BIER/AEEHR 1 (B2i3)  WEFCIVEEL Sh, 58
BI{ER HEES2 (B2i3) : 2R

E2B (R3) HiAfE :
BIfE, AEEE

BEFTL-TERE ShEBUEA,/ AES% (Eill) : HEECLVES
Lah, B - '

EEMHOEEE (Ei32) B :tue; EHE2EHTHO : NI
AlBE @ NL; KFeRISUTHE RS - HET2ITHmA b0 NI ; ERES &%
B o NI; % Of : NI :

BUER,  FEESR2: :
WEFICL-TEEL SNRIER/ AE%% (Ei3]) : =
BEMOLE (Bi32) : K1 tue : £MEEMTHO : NI

ICHICSR E it o HELE : 2014411 B 11 A

-46-



(BUA2)

AR NI kB IR 2o s BRI B B b O : NT; RBH 2HRT
%@:NI;%@&H:NI' ' o ' i
. ms(m)hav/yv—bfé%A-m-ui-ﬁm-' Sl

o E2B (R3) »¥—#IEB Ei3l (BEHFCIVEZEL éﬂt@ii’ﬁﬁﬁ/ﬁi?%)
“E2B (R2) OF—#IEE Bi3Itw vy 7iis e (FLE) .

o ST D MO R e R E S R TV BRI B EFEN 15U L5 55
%-(E2B (R3). D7 — 4B E.i32) . E2B (R2) .0).’7“&_52@5 A.1.5.17_5§ N3vy] 2
*’“*é:hlé &,

o %ET B EEEOEEN e R ESNTRY, E’%fﬁ%fﬁpéﬁlﬂéﬁ/ﬁ%%
SR 10 EHBES (E2B (R3) OF—#IEHEi132) . FEEMEOLE (E2B
(R2) OF—F1EH A152) 75“. W) REREShAZ e

A

E2B (R3) ASME :

BIVER, HEEE 1
BEEC Lo CRE S SNEEHER/ HEFS (BidD) ﬁiﬁ rYEE
ran, g
BRI (Bi32) :3EL : true | KIER IR el AR 2R B
o : NI : ) .
BIER AEHH2

HEFICL->TEEL SNEEHER BEES (E13 1) *E%%%CJ: nEE
EERhoTed, BER

BEMOERE (Bi32) . 1o : NI ; KM VITBE 2T HRET2CHk2 b
@ : true ’ '

E2B (R2) HAfE :

wEEM? (AL51) Y

CEEHOEE (A152) BB RV ; KX IEE R EE R
S NOREFA

BIVER /HEES 1 (B2i3)  MEFIVEELSh, EE
BIER AEFS2 (B2i3) HEFICIVEEL ShRholcd, BER

ICH ICSR E it iess ' W42 118 118



(AllEs 2)

577 BRE&ER

E2B (R3) TIIMEOCERIHLTREAFERRENT VS, E2B (R3) Tik, BEHRRI
BETOFEEZBbHT, ETETN. HAVE—FELTRTIERTE S, i, MR

B9 2 E2B (R3) OEBERMGEI LRV EEZNS, HEOERIZIVUTOT— ﬁﬁﬁz‘ni’
BEET B,

REER B.3.1d 50AN F.r.3.1 a—-F&LT (N
‘ F.r3.2 fEE LT (50N)
_ Fr3.4 | EHER (2000AN)
wE (REOR B32 | 2000AN Er3.4 2000AN
=y . &5
LAT2REREN S,

e E2B (R3) KT w77 b— K 5184, UFMERSL .
o E2B (R2) OF—#ZHE B3.1dD7 v 77— FIXZFORFILKET 5.
N E2B (R2) @F—#HAE BIIAMHETHIBEE, AFRFOEEEB (R3) @
P —FEB Fr32i (& LT) ar—&hszl,

BE2B (R2) OF—FIHE Ba.ld BEETR (& 2. BETRRSATHS)
BE. NARFOEE E2B (R3) OF —FEB Fr3dicat—ahsz b,

o E2B (R2) MEAEFDF—HFTEH B32iE. E2B (R3) 0)7—5'IEE Fridlzc=atv—&
nasc ek, :
o E2B (R2) & v/ L— R+ 38E, UTHHERENS,
o E2B (R3) OF—FHE Fr3 0¥y b— FITONEIEFT 2,
B E2B (R3) OF—#TEH Fr3.1 B3®%E (=— FhEhiE) SNTVAEE. E2B
(R2) »F—#IFEH B3.1dIzaE— é:hz.s &

N E2B (R3) »F —FIHB Fril BZRESNTWiRWES ﬁ:bm:-‘f-‘—ﬁ'iﬁa
Fr32 (HfE) Bsarvr—shsdzé,

W E2B (R3) OF—ZIEH Fri32 (4l KREFRHERTVS (FmEzif. Tk
DREWV] ) BE. E2B (R2) OF —#1EE Bi.ldixa ' —Sh 3 F#IL, BE
FEERIES EENLRDL DL,

M E2B (R3) OF —#HIHE Fr3.1 BUFr32 BB EENTVWARWES, BHREEHE
BF134Wavr—&h, ETE388X0ETHRhAT &,

ICH ICSR A #itk it ‘ 2014411 8 11 H

A

A48



(B 2)

B =—RE (Fr3.l) ¢#E (Fr32) OF—-FHEHBOEFREEENTWHHE
T— F{EIXE2B (R2) OF —#IEH B3.ldic =2 — én‘ﬁﬁﬁ(u@éﬂTw
5%4\@15&&%&6%{1& 2: HiZ) LTFOMATEB (R2) OF—FEE B32iC
g é:hé J: ' S ' '

TEST <test name> (<date>) [RESULT <result>} <unstructured test results>

: o E2B m)@ﬁﬁﬁ%@r FHEB (Thobh, hzuﬁﬁz]Fn[mH&U
mm~m$rﬂﬁ%piEE(M)@T—ﬁﬁEEnkikw6ﬂ5~t(ﬁﬂﬁﬂﬂ—/—
2B

"lEm(m)®7~&ﬁEB32 ﬁ@z«—zm&m% . BOETETY (8
U#T@ﬁ%»o“fﬁSS@%@ﬁ)\mﬁ&hﬁ@Em(M)®?ﬁFﬁ@
B (BS1) CTHETAZ L, Z0OBA. FHRORIIC Fﬁﬁﬁ%Jmﬁﬁﬁ%ﬁﬁ
Ak,

578 EELRURSEER

E2B (R3) Th, REEFBRICOVWTRRDFREERL TV, IOWFRIE, E2B (R3) TH
HHEELIIH L CRYIESh D, BECEEL LY UTOT —FIHERAPERERT B,

BEBRUBENE | BAKS | EEBILCEHE | GkAr - | BRESCHIE
L . . - L8
E2B. (R2) 2BV THREOHRSEERICHIST L0 0—REANT, S5 L TERS

DEBRZE#Y ﬂﬁ‘_ LiTHY., F] BE 38 0 & 5 B F AT L'CEE%::HUDJE BE#DERTZ
EEEELTHD

LA L, B2B (R3) KT v 77 L— F 34, —»OEELOER BV TH—OEERD
T N S S T & bR HHROWMELERS D~ E T2, REENS
HEDOEEEB R3) KT v 77— FFRETH 5,

ATHERI D,
e E2B (R3) 7 v77L—F+3He. E2B (R2) K31 3R 5EERICET 2EHO
F—FHERAOE Y b (F—FEH B4k3. B4ks51~B4k55 B4k6, B4k7, B4kS,
B4kY9, B4kl12, B4kl4 KR BAkILS) i3, METHEHELOEE O EB (R3) OF

BERERIIaE—IHNHT L, k& ZEEROMBRARLTHoTH, F— IEER
DF—FZBAOTRHRSEERZERST I 3R A D& TR,

ICH ICSR A #uik i . : _ 20144E 11 A 11.H

-49.



(Bl 2)

« E2B (R2) | WHED T L— FT 3858, —2DEEROBREEFRI LI~ DEESR
DIEE (B4k) PERENDZ &, R2ZERIOERPICERENEFRENDEEZD
EHB oW, HEBFHLAOEBICBRALAARAS SN Z L.

. E2B (R3) AFE :

EIEMA .
BEEEH E%‘T‘—%‘A
BEEER . HEER

EEERM 2. _
WRERER REEC
REEEHR: B#5ED

E2B (R2) HiAfE :

BRI 1A B 1 G REE A RBETOER

EHSE 1B : EHS 1 LRSEBICHAT 2R

EEM2C : EHRR 2 LIER CICHlT Y

EHR 2D : B2 LG E DICET 518
S bhiZ, E2B (R3) THRAHFRSIZEALCHORENTINTHS, E2B (R2) B 245%
REEHDT—FEHE (BAkS53) I EB (R3) THHFRESATNS, £0d, 22004y
- VEAM TRERFREERT 2ES. —EORBRPERSND,

LIF 2SN B,

« E2B (R3) 17 v 77— FFBEA, MFOr—2#%x bna,

o BEBOELSERERMENPFTENTVWASIES. E2B (R3) KB 3BREBOMHEITS
BlsmEEERCIZE, bz, HEERSREIZIEB (R3) OF—4IEH Gkdrs
(BESRZRTRMBFR) CERShDZ L, . )

# :

E2B (R2) AFE :
BER: 2mg
S EEE ;3

E2B (R3) HN{H :

BEE  6mg
BEREFRTEDER 3 03IRE

N:#&%E5E (E2B (R3) ) =&REE (E2B (R2) ) x4HElRERE

o BEBDEIIRENTWAYR,. SFEEEEIRENTW2WES, E2B (R3) T®
BEBOEITER (R2) OBESLRAUTHH T L,

1

ICH ICSR H it il : 2014 11 B 11 A

-50-



(Bl 2)

E2B (R2) AHME :
- 3’5&“5% 2mﬁ |
ﬁilﬁ‘%’—?lﬁlﬁt =4

E2B (R3) HAE :
BE5E  2mg
X f&EE (EB R ) =55 (EB (R2) ) x
o E2B (R2) ¥ UV VL—FT584, E2B (R3) KBV TREREDESTEL TR
IF, E2B (R2) THRCEEEML, f\%ll%t—mﬁlﬁk%lr E‘é‘é k.
) :
E2B (R3) AJNME :
SR 2mg

E2B (R2) H/fE :
BER:2mg ‘

Sy - 1

579 HSERE

E2B (R3) IHRAERICKIS LTV 528, TOEHEB (R2) WIAFE LR, #%E@%E"
WEWUTOT—ZHEBEBERIT D,

¥ i y =
=8 30 - - Gk2.3.
=8 (BAD) - , - Gk23.53b - UCUM 22— |
EESCETAEOM B.4.k.19 100AN Gkl11 2000AN
ofE# (B hiEe)
DTR#RIN S,

o E2B (R3) 7 v 77— F+3584, E2B (R2) i oF—XEAREELRWE
b, ZOF-FHEARREShRVZ YL, ‘

« E2B (R2) KF T 7 v—FT5E4&,. E2B (R3) OESSRERUEROBEMIZHT D
F—AEHIZXOEDIZEED LR, E2B (R2) OERLCETAZFOMOFERODT —F
BE (B4k19) KKabr—&hnsZ L, o — éﬂ’béﬁ‘?bi‘*d)lﬁﬁff)'b“/fzﬁﬁﬁ%ﬁzé
BE. SSHODRIZEWT Y ETHAERERS,

)
E2B (R3) AOE :
kw1
— 4 BHHRES 1 O— R4
ICHICSR Atk 04E 11 A 11 E

51-



(Bl#E2)

BRRUEGEOHL 1 mg
ARy 2 :

TermlD : ARGy 2 O Term ID

TermlD DA— 3 VAR HS:  APEH 2O/ -Var

ERRUEROBL > me

E2B (R2) WAME: |
IR 5 200K (B hER)

FHihaksy 1 O— %4 : 1 mg RS 20 Term ID (BHIRES 2 DA—P g
¥) :2mg

5710 EESOERAEH

E2B (R3) TIREESOEABHICEATHIFERICOWTELRZFEEZTLTWS, BENER
LW TDF—2IBEREELZIT5, :

R IR D R
L AgE

—AERI L LT, % E2B (R2) WEKRTEE. SPOEBEROMESEHTE,
oSt EHERE, SRERficzy—ans - b, i

[EHE TR D

R 2R i i B h

PITH#EREN D,

o E2B (R3) W7 77 VL—F9 354, YHMEELOBEOEMEAIIER (R3) Ay
E-VOERBROERICY—Sh3 2, E2B (R2) A v E—VItEROEESOD
HERSENIHE, EELEFRIFCTHANFEMNERBRAZIEEMZE LTI,
RICERGDEE IERABRROKRROBHESEZRASL0TIIARL, 2OFRETOEE
E2B (R2) icav—33- L,

e E2B (R2) iZ¥ VIV L— 754, BROEAEARNGTIHOERROIEHR
PEHELUTERT O TIIRL . BROOFEHREHROA% E2B (R3) 26 E2B (R2) Tz
vt 52 L, TOMOEHBEHIIERE FERHRHR] 2L, EERELZELANICA
NACRLRERHicoy—3 5, EEMFEREROEEOAEIR. B—KREREICL-T
BEINEEELFERES (Gk7r1) R, MedDRA FEETO#FE AR & MedDRA
R=Par (GkTr2a UGk Tr2b) mosbh T35,

#: E2B (R3) AJMHE:
EEML L EELEA 1
2OOEREA ;- FHES 1o, FHESA b
EEEM 2 EFERA 2
3 oD R « H R 2a, AR 2b, RS 2

E2B (R2) HAfH :

ICH ICSR A #fute D#ELE _ 2014F 11 11 A8



OIR2)

EES 1 EERL 1

IR - RS e
B 2 ¢ R4 2

FE AR : /A 2a
| <céntent of case ;;a;'-rativc> : . o
B (EERA 1) &%ﬂmw(Mwmm:—h MedDRA S5 )
RN (E;’épué 2) {EHEH 2 (MedDRA Z— K@ MedDRA /S—3 7 3)
HEREn (E#R4 2) : #A%EA 2c (MedDRA = — F : MedDRA /83— 5 )

5711 EXELEEA FEFROT LY YHR

E2B (R3) TRERELLAEA - FEFHO< M v 7 AR LTRRDFIRIREN TN S,
WEDERIC LV UTOT -7 RANKEERT D,

SR O LENE || B2i7 | 4005 —2 | Gk9i3
B/ HEFSRRITOR | B4k13 ' HH )
Gt
BEHRETCEVEREERLLE |- B4kl7 - Gk9.i4
M ? o
(211 EEZ2HR) : ‘

ER LEWER/ HEsEs B.4k.13 - Gk9.il

DERBEE . Gk9.i2r

E2B (R3) ~OF v 77 L— KO—{RERIZ, E2B (R2) COFEREUIHREOBRICET
55 —HEE (B4kl1?) L EESELBER/ FEFROREBRICETZT—FEHA
(BAk18) % E2B (R3) DERRLEWER AEEROY M v 7 AZETH7—FHE
(Gk9) EHEATHZ LIZHD, E2B (R2) WH U7 L—FTH5EEI, B2B (R2) T
DEESREL HEWER /A EFSRRE COMBME (F—2EA B4k13) LT E—
DECESEHLTHT L,
DTaHREh s, _
o E2B (R3) K7 v 77— R+ 3Lb0EIELZUTITRT,

P E%m&ﬂ@%/ﬁ$$&®7b)/&zk%ﬁ?6?AT®ME% BIfEM, S
FERITLIZIEBIC—D— BRIcEL DB L, :

o HEMER / BEFEORBAIHTAER M) v/ RACANTHIL,

o B2iDEMOBIER/ AEFEOERE TORMMBOMER VAL L,

o BEOBHER,/ FEESCHLTEROT I/ 2RETIZL G211EZBR) ,
o TORIEA/ AESLICHT HIEHEA LM 0BT L,

ICH ICSR H #ui% m#ELE W4EILANE

-53-



(BE2)

17 -
E2B (R2) AME :
EEMS
Feflffe (BRfA-#&T) :10A -2H
BFRE5CAMERIIERELE? v
FOBHER,/ BEEENHERLENP?  AEES |
B ERIER AEFROERMERK

HE®S1: 0 ERE . #es
FiE T R B2
EERBEEHLY
EEE®: TEHE . BlEL %
FiE - 7Sy XA
R EE DL LY
FEEH?2: IR« SEH '
Fik . 2R 8 E5Mm
AR BESRL
HEFS?2: TR MRy
FHiE T TY XA
R BER DML LW

E2B (R3) AME :
AEERICHTIEES~ P v 7 R
irfFifFle (B -#T) 108 -2H
PG TRIERIIARE Licn? « BfRE 2T, BERBER L

SRS A - IR« s

FiE - AR LT
_ FEE BB D
FREEB - T s

FHik: FAadY XA
R EEXRDLINE LAy

BEEZR2ICHTHIERS~ M v 7 R :
BRI (BEfA-#T) 10B-2H

KRR A IEHIE . |EE
FiE - SRR ST
AR BEERL

EREHER B - IR - BEEAsE
' HiE: TAI) Xk
FER  BhERH D Ly

e BE2B (R2) KHF T /I L —FTabOFEELUTIERT,
o BRiDEWOBHEA / AESFEORERE COMNBREIREHR VAL Z &,
o KEWER /FEEZICFILT,

ICH ICSR E ffuttk e N 20144211 A 11 B

-54-



- (BlER2)
B BB AESLORRE CORMEBAERROER I 3 K — S5 T
(E [ -

B FRSICESRERAOBERIC O T= R /7103@50)&:&'9 'ﬁ:”é‘%’) L
(5211 EHEZSR) ,

B BEREBERLESRS. T4bb, E2B (R3) DF--FEH Gk9.i4 D TEV-iT
Ve (BIRSETV, BHERMNERLYE) | KREESRTWAES., #iEd 28E
B/ BEESAEROHEAICE—SND T L,

B ZORER/ BEFRICHT IFMITRE 28V ETZ &,

B . LErEHR

5712 EERICEAT 5 F0OMOER

E2B (R3) CIIEERICHET 2 ZOMOERITT L TREDEFINFENATHEY. E2B (R2)
TIIE—OERRHEEBEATh- DIz L, E2B (R3) TREVIELTRER— FMbEhki
BRAVWLND, BEOERILLVUTOF—FHBEPEREZIT S,

EESICET S F OO

' # (=— F{k) : ,
EE LI 5 F OMoiF B.4Xk19 100AN Gk11 2000AN
# (B @i

DT B#Estshs,

e E2B (R3) &7 v 7 ¥ v— K334, E2B (R2) @oF—FEHH B4k197§>E2B (R3)
OF—FHEHGkILICa—EN5 T &

e E2B (R2) & ¥ L— K454, E2B (R3) OF—FIHEHE G.k.lO.r\ Tibha—
FIb SN EOBEKRN E2B (R2) OF —#HE BAKDY KA = TEHILA T2 —Z
nazk, ZOF—FEARX, F—%EE Gkl KAERRESATONIE, TORE
e J:o*cl_‘aémza E2B (R2) @F —#HE BAkI19 T4 A_N— 2B RWNEE,
BRI’ THN (SEEZSB) | ZEREEs (BEENCETIZ0l0F
8 BT CRREROER _{%ﬁéﬂmé &, E&Lfi@%unﬁz%?ﬁmd\nr‘al_
THZEBREFE LV,

Bl (BAKISIZ 7 RAN—ADH HIEHE)
E2B (R3) AMME :
E3S  EEREL
askia—FLa—k2 ” .
2 DMOEH : TOMmONEHR

E2B (R2) HAfE:
ZOMONWE : 72— Kl 1, 72— N 2, Z0hoWS

ICH ICSR Bt DR N CWHMEININANA

-55-



(BER2)

# (B4k19 K157 A_—2BRVESR)
E2B (R3) AJHA :
CEER EERL 1
.:—F:ﬁ—FLﬂhPl:HP13~P£:—F5
T OMDIER : TOMOTER
E2B (R2) {HAE :
TOMOBHR : 7= — FE 1, F=— FE2, F=— FES3..

FOMDIE AR

EEZCETIZOMOESR (BEERK D) ; Fa—NMEl, Fa— N2, F=a—
N3, 73— FE4, 7 =— FE 5, £ OhofEE

ICH ICSR H i oHfig . 2014%E 1A 1A

-56-



(BE2)

57143 ZEEEICLH2HA

. E2B (R3) Tit. #EFICL 324 uob\fﬁfxéiélérb ;‘@wﬂuﬁﬁ&ﬁ: Do HIE
OEFCE DLJ"FU)7~5’1E5753%3§5%"&7“50

LUFREREND,
e E2B (R3) K7 v 77 Vv —FT58E, 7—FHE B534 E2B (R3) DF—FIEH
H3rlkav—&ndl g,

. E2B (R) KTV 7 L— KT 58E, E2B (R3) OF—FHA Hir ORTAOBEA %R
E2B (R2) OF—FEHABS3Icavt—Ehad o, 2OMOF—FZEENH2EE. R
HLE T20mORER L 224 & LERREFROEEIT :g—fézan

4 -
"E2B (R3) AME :
EEHFICX é%lﬁ% 1: W4 1, BWidh O MedDRA /S—¥a 1
EEFICLDHE Iﬂﬁi?_u 2 : BHRA 2, n/iﬂf%@ MedDRA /S— g 12
%{“%‘GL_J: BE lﬂa'fs‘é 3: g"lﬂiﬁﬁ 3, 2% O MedDRA 73— 3 3

E2B (R2) H;jjﬁ :
PEF T L E2H4 - DUFA 1, B4 D MedDRA S—V =2 > 1

RN R

FOMOBIEE L DDA : BHL 2 (B4 D MedDRA A— 5 2) |
Wit 3 (Ui D MedDRA 73— =8 1 3) |

R

ICHICSR HiafED#ER . 2014 1LA 11 B

-57-



(BlE2)

5714 NYFSVIN—RUAvE—~TUFvINi—

E2B (R3) CREGDAYF T v —RUERDELAEERA v E—UT v R—RRENB DI
L. E2B (R2) 7:1‘4’. RIALTREFEDA yZ—F vy —DHEBRERD,

ERERBTF
(RNyFFvri=) . :
ICHICSR # y&— - - " N2r YR T
~yF (AvEe—Y :
' F v i)

E2B (R2) OMIEZVaviZ Rye—TF o —] LREENTHWAR, ZOAvE—
BEUOEEMRET RTEHRLT Ay F T o = ZRE LTS, Lo T, LITHRH
2Ihd, :

ICHICSR

e E2B (R3} IZF7 277 b—FT 354, g?ﬁﬁﬁi&énéa

o E2B (R2) ® M1, E2B (R3) ® NI~ 532 (BRA—Ya v RUBERY J—3R)
- RUS14 (EROBE) OWETERSNS TS EAERE, 1T 141 OBIR (K
el FOBUTBEFEEM) Ty s/Taie,

o E2B (R3) @O N2r®7<a VICRUTFTORNAENEHEINDZ &,
BE2B (R3) ¥—# N2rl (AvE—2 ID) 121k E2B (R2} F—4# A.1.0.1 OEHR,

W E2B (R3) ¥—# N2r2 (AvE—3%EHID) ITIEEB (R2) F—F M15D
&,

M E2B (R3) F—# N2r3 (A »¥—VFEFD) IKITEB (R2) 5—4% M16D
548,

m E2B (R3) ¥—# N2rd (A yE—PEHA) IWHEB R2) T—#% AI3OK
.
e E2B (R2) IF O L—FT 354, LTHERINS,
o E2B (R2) @ M.l1ik., E2B (R3) ® N.1~, 532 (EX AV a rREUELY Y —2R)

EU5.14 (fERRO AT OEETHEBEENAST-FEEZHEE. 151 0EE (EiE
HA FORYTIE/RME2ER) Ceyr a2 d,

o E2B (R3) ON2ridEHEND - &,

ICH ICSR E#itknflE WAENHIIE

-58-



(BlEs2).

5715 ICSRHBIE A v t— R EFRURES

E2B (R3) Cid, BHELEA vi— /_kwTEWJ/t /%F%&ﬁr%%xnﬁzé
T DR BFENTER TV,

ICSR # v & —VZEHM ACK: A.14
B
ICSR R v E—URERIGE | ‘ - ACK: ACK.B.r4 D AE
*EE ‘
ICSR #* »E—VRFHR | ACKAL3 BE
BF

ICSR # o — VHERIRE . ACK: ACK.B.r.3 EEDIE L ThE
B - =t - o S . : _ s o e

ICSR A v E— S OHERISE TIE ICSR A vE—UrEET AR LBEONL - 2 LB LMD,
EEH L ZEZEOBNERANEZOND 2 EFBE LI, LEB-T, LTS hS,

o E2B (R3) W7 77V —FT 255, REEORBEEDTNTICSR A v E—VE{E
FITBT 5 E2B (R2) OF —HIHHB 2. REEOFERISEDOT-ONT, E2B (R3) @ ICSR
Ao —VHERIGEZEHFOEBICa -T2 L, KT, SEEOCHREGEOEY
IZICSR A v E—VREHFICETIEB (R2) OF —-#HEE%* E2B (R3) OICSR A & -
- VRRISEEEE ORI AY—T 5, o

e E2B (R2) 247V 7 L— RTBBE, ICSR A v b — URRISEREE R REHIZMH
T5EB (R3) OF—FEH%, %@Ji;ﬁbﬂf:ﬂ v OMEREENS E2B (R2)
D ICSR A e —VEEFEFRUVEEEFOHBICELEhaY—T5Z L,

ICH ICSR E #at st 2014411 B 118

59



