ERAMEETE 1128 5 &
AR 11285 4 5
YR 294 11 A 28 A

BEENREETER (R) & B

BEAZHEERE - AFEHEREERLEEETERE
( & H & K )

BEAZBMEERE - AEFHERERZEXNRRE
( & B A B )

[z & E S ENRERE O F O FIEC2NT] ©
—ERELIEIZ DN T

EHER, EFEREORE. AOERVTESHEOMEZICET S EE (B
S5 AEVERE 458, UTF MEl $WH,) B 45L04AE6ENIE 145D5E
2EICE S HEERORZEEESRE L, EeEEHREEREIR T
DFERFIEICOVWT] (B 264FE5 A 17T BFRHITERAFEER 51TH 45, ER
RH 051756 | BEAFBHEAEEELHEEEERR. TENFRERER BN,
UT TM2EHEH] 2V ),) WEVERVFE-TEREZATT,

A, THEEAERLOBEERFBICE LT TREEHI>VT) (B
204 11 A 28 BAHTERARER 1128 F 2 FRAFBHEAEER - £AEHAERERRS
EESEBRERN) LV, BE UE04AB4BIIES HERAEEXLOF
BERBICE LT REGEOBRBENEZRDIZZ Enb, BERBMEZ T
DEBYVHETIOT, @THOLE, B&ETEIRESR I LHEE &5 HEERE
WET,

g={11]
ru




1. BERBEO—EBIE
(7) BEHBNOTO L. RHLY [BEEMBLIEV2] & THREE
MBEERTES 1 ROBEEERE 1| QL ERFGIERROEE) ] i) D,
() BEBBRIOFDO 1. (2) F EEEAREEE] & ERTEET
—HR—ZFRE] @D B,
(7)) REFBEHOTDL. (3) ZROLSHED B,
(3) TEHERE DREZIRI] WMiz>NT
AR E TORIER « BPYEORIRIL] GIEHRN1 —2)
BERLRTTHZ L,
BIERSoRIVRMMIC I, RERARRESR VB RREEIC
XD WNESNBER - BREREFICESE, BIERFORIRR
BRUMRTREBEL I SDWTERTH I &, .
¥, MEHREREAES CIREINERWER - BRYSEER Iz
WTHE, YURERSOER & oERBEREDPNS b D (ARER
FEECERVLOEED,) KoV T, TRERFERES BT
HEIEA « BYUEDRIRI] GUEEHER2) ZERL, i, #
WICHE L-BIER - BRESEEMIC W Tt [BIFERA - BREMERE
BRI BT B RIARR] GUEEER3) ZERLEBATDZ L,
BB, TOERERE ORASEFHRICTSMIGRBFEL AL
ERERT — ¥ =20 bE L FRIZ W T BRI OES Z
¢ ORERS - BRERHRETIMNERLNI R EE 2| B
2 R T ANER RN &,
(=) RESRBHOED 3. IZEKOLIITMELB,
(3) BRBHOED 7. (2) @ [BLRED 2 EFHMEL X, JFRI CD-R
XX DVD—R &332, F0OMOERC L 2BEEFET I35
Wi, ERATICHESICHERTAZ L, £, REEHMOREG. I
ESZRERMDOHNT & - TERHT B PSIRIZOWT S [FERO B
LTBHTE,
() EZEFBMOPHEARR 1 OWICEBAMORM 1 2MA, BIEFRN2 %
ABEMOBF 2 DL o e, BRI 2 EABMORNKI DL TN
Fng, BRI 2 0 2 ZH| 5,

2 WHEB |
ABENT, ERSIEI108 1 BbERATS, =L, RBLREE, RiEH
DRBIRE» TREHTEPHRELZIToTHELI L2,



EIJ:’ﬂi 1

BIAEARENL — 2
REIEE TORNER - BREOBRRER
RE - B4
R E TORI
TR R RIEFIR
BIfERSORRENH
BIfERSORREE
S B RS OEIRA S BUE FI
(FHEG)
BENXSE ()
HAE ()
" ()
" ()
()
()
MedDRA/J version { )
(EE)

1. RERETCOEELERRREHSLTREETIZL,

2. F—EAOTRTHREORRSEER - BRAERBRE L TWSEEE, T ELORMER - BIHER
1fle LTHETEZ L,

3. BMER - BRIMEOERIL, [ICH BEEERMBELAAREER MedRA/])) IHE-SE&, HEANRTEITS
L, 2LEXRED) LE2AFEERRLTE#RTS L,

4. MedDRA/J @ A—Pa ML T, FRYUFOLOTELHARWE, FRALEAA—Ya raiice
RLLTE#T DL, .

5. BWHWEL LTIE, BEShAELOIT VTR, HEMIE [BRERREANY (REAFE)) 0EHR
TEETHIL, HFEL, BREL LTRELTHWRVES, #52Z TV AVREIEBNTRE
WMEBLARN &,



_ BHK 2
R 2 ‘

BLERRFEHRAESICHRIT DEIER - BIEDRIRIL

i - BB

BUSIR R AESE ORI

TS HERRAT R BUEFI 3K ‘ ‘

BHE RS ORIRAERK

BERS oRREE

B RS OTERR R

BERS ORI
(BB

BYE R
| EARE

)
)
" ' : ()
()
()
()

MedDRA/J version ( )

(R |

1. BERFEEHRESEIERTHIL,

2. FA—EAOTTEEORARLEIER  BREARE L TWABAIE. ThZTAORIER - BRES
1 LTHETBE L,

3. BIER - RVECESIE, TcH BRERDESERAER (MedDRA/]) ) ICE3E, BEBIKSES
HL, SLIEEFED LEYNRRAFEBRLTERTIZ L,

4. MedDRA/] /A= 2 RBILT, HEALLA—T s VEMSNCERE LTRET S Z L,

BIE & LTI, S5 snnboiton T, HEMNIC [BRLERREMNE (BARFS)] 0ER
TEETAI L, REL, BREL LTIRE L TWiaWES, BE5EBTTHWRVWESIZBW TR
WEELARNWZ L,

6. TOEHESLOBREETMEICT DRERBIFE LRV EBRIFRT —F =20 0B o FHic
SWTid, ERIOERZ L OBIERS « BIEZHETILER W LEREL, TRTILREIX
NIk,

7. WBBRABOARE - BRROBQE. BEFZEML. MBHEOERLEMTI L,



Bl 3

BREARR 3
BI{ER - BEEEEFISRE BT 6%@%’(%
BIVEA - BRYE OSEHISRE & 1T o T SEGIK
£ A B |#£ A # HEEM
Bl RS OMRE I
~ ~ hoEE "%
£ H B |#£ B ©
BERIRSER
HAFE
»
1
H R
MedDRA/T versien { )
(EE)

1.

BT L-RIER - BREDES] AEOEFAZEL.) oW TERTaZ &, T, g
BREEBES CHELAMERNIC N TH, REMEHBEREITELNEMIEHDT L, £k,
R L EEFEBAEICREINCRIER - BERE (EFREEARE) 055, BRizkoE
HAERf TN, HRLVEBLLER (BR~0HE2FRELLEDLD) bEDLI L,
R—EFOPCHEEORLZSBER - BRIENRER L TV B8, #5808 L RoRBIER - B
BEFThFh 1AL THETSZZ L,

BHEMA - BUWEOREO 5 b, TMFEHEREFrERLOEELSTHTE A2V EIER - BRIYER
2NTH, BWERSOREOMORIER - BREGWEORBEOH e Mz &,

BIfER « BEWEOEEL, [ICH ERERRABEEBAER MediRA/]) ) kHE-S&, BENRSEHI S
FL, 30 EAED S bENAAELBERLTRERTIZ L,

#E LERER - BEYEIC >0 T, ERALoERICRE#ESHABEE, 5N TCEOARMGE R
LEEATHIZ L,

R, SRR ORI VT, EE RS LTS L,
. HEICEE LRI - BRAEORRO 5 b, B L LTI, SESALbORONT. Bl

() AICHECERTD, L, BIYEL LTIRE L TWARWES, #52F T TWARVESI
BoTRESFELRNZLE,



| (%) WE#OREREN

| R o ORESS I CETRE M LRSI, RERORERBMITET 5.
: [z 2k ERIHRE B HIEREN R 2 DB FEIT OV T D—HEIEI>VWT] (FERK 29
| 1L A 28 BATIIRASES 1128 55 5, RARR 1128 4 BREFBHEERK - £75H |
|EEE%m$EME%E ERESARBELL BN & SUEHTTHS, !

EAEALL (0517 4 5
ERERBLITELS
SRk 255 17T H

HEBEFREEEER () & B

BRAFBEERRRBEFEETERER
( & B & B )

BEAFBEEERERRRENRRE
( & B & B )

TEEENREENEFRAROE DR FEIZ ST

BRSOV, FERAERLICHET 5 REMERREHEIIOVTI (FRIES
A 27 ARRRE 37 SEAERERAREM R IZREMERREEFIRARUTOR
MABCSWT) (PRI 743 A 2 5 AFTERARAFER 0325006 &, AR 0325001
FEEFHEERELRELTERERORENFRREM, T [HREEM] & 5.)
EboTBMLILE Z5THEH, Ak, BRRY A7 BHEAEOEAL VAN EU ERMH
BERAEERESBROABICESE, [EREEETHRIO—HEZKRET2EF] (PR 25 FE
EFBESE LR XY, REEMITRA (27036 FREEFE 1 F) 863 RH3H
DREW X DHERRE 2 0AH0 70 RICERT S L & bic, EFERTHRAO—HE
KET AP OMTROHERAERRICET 5 REMEEPREBEOLETICONT) (F
A% 25 €E 5 A 17 BAHEEASE 0517 3 2 FREAFHEER AR RREM. LT HREM L
W5,) Kk W ZEMERREIETIMERNEZUDIEI L 2B, TORKTESF
D—METROLBVEDDZL L LEDT, BTHOL, BETEASEEICH LAMT
PHIEL R T2V,

¥, ABAOMATICHY, BREBMIELT S,



FC

1. BEEMAHERE 1 RURIERAE 1 GLESFARRORE) IZED S HERMS
EEMICET I REMEHREE] OREHIEFIZONT
(1) TEESED 27 THRHEOERRT] WizonT
EEm ) A7 EEHBEORERRIZIE, EERY A/EFEHEIIEDSEEREL
HEREERO) X7 B/MEEBIC OV T, Z0EHBRARVEGROEBTFESICD
WTRERTHZ &, B, FOEMIZOVWTIE TEERM Y X 7 FEEHE O EHBRIN O
BE) GUIREERNL) 2ERRLIRET D 2L,

(2) TEELZEMERFEEEEROEE] Mic>nT

EI G ERAE EEAREOEEMCIL, MERFERRESORRE UL
TEEANEELEFEHBSEE CIT g Lno,) H#ELZRER - BIE
HERUVHRREOENFNIEOVWTRY &8, ZOHMBLERTIZ &,

7B, FARERAERCRERART — I _X—AFHEICE L Tid, &8 & 7255
WCHRAERRN T LICEWER - REBESEDORITURR, TSR sE25LBi2605
ERZIZCOWTREFTL, BERAD TORH L LA Z2EEHMBE R FOBREER
TAHRIE,

Fie, HERGRERRBRICEL TR, SEEABRBKTLEDDIZO T, BBRIT
CITRF LR EER T L, B, MERFBRERFBRBETP TH-TH,
EFohite, BEMBICEA L THRETREFERAEONLRESITIE. ERHICOWVWTHEE
®MTB L, :

(3) TEEASOREFIRR] BWicoWT

[FEERAFE CORBUER - BMEORIEFRIN] GUAEEN1 —2) ZERLBATSEZ
P

EEASEORBRIANIZIE, MERFCEAEERVEREBESIC IV EINERI
ER - BREEGICESE, BEASORFRNE VBRI N BHEEZ SOV TR
TAHRIE

i, WERFEABEETIIESNAEBIER - BREEERICOWTIE, SPUEKST
DEALDEREBENELDNLI L0 (ARBFEEBFETE RN D EETe,) ITOWVWT,
(BLERFRBESICSIT ZEER - BREMEORIRIL] GUikEN2) 2ERL. F
Jr. BEMITIEE UBIER - RIWEESIC OV, [BEA - BIEESIREIZET
DEBRI] GIEEE3) FERLEBMATEZ &,

2B, TOEREHRE OBEEFREICTAIMNGESNFELRVERBRT —F ~—
AL/ ENEERICOWVTIE, ERIOER T - CRIERS - REWEZHETIMNE
BV L EEE %, IR 2 KRR TAMNBEER RV &,

(4) TRIVEREORBER—%&] WMo T



BI1ER%E ORBER— %Wuowfi W EIK IR D RIEA - BUEE G D6
ot E:, BEREATRENPOL—ELTEFHNICT o TV ARSI EOE LR
THZ &L L, BEES E@?ﬁﬂK%@%é_ko

72 L, Yk E%W;O%T — I ETOMBIIOVWT, MEETORIERSE
HELIT> TV HEIL, ULAERMHMMICRE L., #cRE LCBIER - &k
REFEFNZ DV, TEl ﬁfﬂﬁ @'ﬁéf“f‘ﬁﬁﬁﬂ:@%ﬁu (BlkaRN4) 2fEREL., AT
52k, TOBE, HEWEEECHMICRETIRENRVEEE. TOEREMTD
N

(5) D) 27 B/MEFHEIEBREROME] Miz>0T

U R E/AMEETBEIREEROMEMICIX, YEERRBITOWTERLEY R 7 /N
{LESOREEZERHETHZ L, £, BHERERVELNRERIC OV TOFMEZ &
B &RABEHIICITo 858 VAZEMEEBZ L ICEORRERRT D&,

(6) [FDMOREEEER] WMico>NT

FOMOR2EMBFERMICIT, ERSMHCEEERAERSIISWNT, /E, 7%
MR UM T 5 EEL OHEEMSE O HICRE S i BHIC OV TEET 5
:&,Wh%&ﬁﬁ\ﬁ%ﬂwmﬁﬁﬁﬁ\@%%&%)

(7) TBEFBREEEZSRORER] WMoV T

FERBREEE X LSROTEFRMIL, BRPEIR BT HRERTERES. Bl
R - BYUERE ., FRME,. ARCBITSERDZOLEIHSRT v - VA7
RS (LT TPBRER] &1 9,) FIWESIRFTLAEREZEE A LSBROREN
ElzoWTR#THZ L,

(8) HEEMic>WT

(7) BYFLRCEELERETIZ L,

(1) FEMBZHENDIHEIIE,. YHEELROMBLARUVSTLZRETL L,

(7)) Fahee - R, HALE - BRZEOBMN S - -BE&IX. TOBEEHRE LR
TRETHZ L,

. EDh
(1) EWMOBERZEORBICH > T, NERFRRESOKRT, EFTPTHL 5
Whdbh b T YA EMMICNE SNZBERZIZ 2T, B L HTRER

fé_eoit\%ﬁ WS LEREER - RIAEEAZRVELDHDTH-o T
RETHE - ETHEZWOT, FABERRNEZERL, RETHZ L,

(2) EOWRNXELZRMNTHI L,

(3) PBRER DAEIZ2W T, BEEHE®4. @ (1), (2) OWThhrOHFETRE
®wTaze,

(4) PBRER BHEXL TEMEN TV EIBEAORBVIILUTO LR THHZ L,



O MIXOBWHIBELANZ L, 28, RIEBY, MAEHRMTIZLBELX L
RN L,

@ PBRER OO OFEZ 1L BT, BREMEPREEORBIZH o T,
3% PBRER DNAE LB E 2 TRRT 5 Z &, =

@ RBHFRFHIZOWTI, OB E 2SI MEBRANLS 3MLALINE LT
EZELXzBNZ E,

(5) FBR@mMEUFEROIEFRRXOEHEMIz>WT, BREBEOT R CERKTE
RODBAITE, S TAME () ok EEHL, IKEZHRMLTELX
ZIRNZ &, _

(6) BESRY R/ EHEFHEREHINTVWRVWEERIZSOWT, KBEMIZESxRe
WEMERE T IRET 5581, BICiREE A ORERFEEFESERHEEZ EIC,
B ERDZTEDKHHALED, RELARERERTLIZ &, '

3. |EFORHITONT

(1) BIEEOBME 2V TIE, SBEERETL L, MBEEEEMELFE BRIk
T5Z &,

(2) RHHEKIX, ERIHEVRIRLIEHETEZ L,

(3) REBEMOFEDT7. (2) © [BREDHEFEE &, JFRI CD-R XiE DVD—R &
TAHB, ZOMOERFIC LA RHEZFET IR, FRICEECHERTAIZ L,
e, BRBAMOFEE . \ZESERERMOHNZ K - TIRHT S PSR IZ2WTH [AEED
BifgWETBZ L,

4. BRAFHHIZOWT

(1) ABEE, FRR26F 10 A 1 AMNLHITT 5, iEL. BEER D R 7 EEHEN
BHISNTOWRWEERIIF/E 26 F 10 A 1 BLVAHICERER ) X 7 FREHE D
BHINEEERRITOWTI, ABMO—EOILEICEA LT, 2BEIOFAIC X
HILEBTEDZ L, 2B, ABMBLUE., KBEHNO—HBIZ2MIESETTZLE
EHREFRBLTHELIZ RN E,

(2) (1) hdbbd, ROR—BITRIAEBROBEFICO>VTIR, Ho0MH, 2B
PERIOBNC LA LR TEBRI L,



ARG

1. EEMZEEBEREE

EIER Y R 7 SEEEOEmROBE

BEOERMEE

PR

BN EERLZ2EERER

BN EER R — o o
B4 ER B ABSE G 7 7 - 4
2.  HEMEICETOIHRE - BB
A mELRS :

f- A3 > %
SRER D4 FF B B %k ‘ K .




3. U RAZB/MEiES

WEDO Y AT HEAMEIEE)

BID Y R HBAMLTEE
EBMOY A 7&/ME | BiIBERB EERink
TRE DL T E DI H L1 DR

(EE)

1. AOREIRARIEREM L4528,

2. FERRICY - Tid, P24 FE 4 A 26 BRIERRERTE 0426 F 2 5 - BAEFEFE 0426 5 1 5ELEFH
HERESRETTERE - T&AKREEN EES Y A7 FHHEOREICSWT] BIFEER
DRBEHEEZBRTH L,




BUERR 1 — 2

AR E TORIER - BIEDFER R

PE - HBR4A
‘ AR E TOWRM
VAR R RIE IR
EIERS 0 RIEHIER
BIERESNRBRES
_ EVERAS ORI BIEFIEK
RIVER % DOFELR (GRS
B BRI )
HAEE ()
oy ()
" ()
()
()
MedDRA/J version ( )
(ER)

. FEGREFE COZERBRRBREIS L TERTSZ &,

2. A—EFAOPTERORRZEWER « BYSESEZRL TVWAIEAICE. TAEROEIER - BEE
ZLIHELTHETSZZ L,

3. BIER - RYWECREEIZ, TICH ERERABEAARER MeddRA/]) | WEIE, BEBIKRSRA
WAL, SBIERED S LB AEEBRIRL CREdsTd &,

4. MedDRA/J A=Y a ZBLT, ARUBOLOTELZZBRVA, AL AA—T a 2SI
ERELCREEBET B L, .
5. BYJEL LTIE, BESNbOISVTIE, HERIKC RRMERTUESH (RREG) ] 0
SECHRMET AL, =L, BYEE LTIRE L TWRVWES, iS22 TORWERIZENT

HRESEELRNI L,

-




BIHLART 2

B IR BB - BIME ORERS

A - RR4A
BERBEFAEE ORI
TR RIEFIEK
BIERZDORIERIH
BEMEREoREEIS
. BlIfER % DTEEERI R EEFIE
BEMER% OFER (EEEE)
BEMNKDEH ( )
HEAGE ()
" ()
I ( )
()
()
MedDRA/J version ( )
(EE

1. BERGHRESEICERTHZ L, _

2. A—EFAOPTEEOELZLEWER - BRESFEBR L TV AEEIE, 2 EhopfER - BIE
ZLHE LTHETS D,

3. BWEA - BRUEORERE, [IcH EREXMFEEDATER MeddRA/]) 1 KESE, BENKSE
AL, SORERFO I LEN 2 AEEBRLTER T &,

4. MedDRA/JT D/3—Pa MZB LT, R L A=Y a VEMAMCERE LTEHTHZ &,

5. BREWEE LTIEE, iEShicboic2nTit, HENK [BIVERTENE (BHREES) ] 0F
BRI AL, EEL, BEEE LTIRELTWARWES, #2232 TORVEAKRBNT
RREBEELRNI L, )

6. TOERFREOBRESE I TAMGERBTFELRVERERT —F3—AhbBbhiE
IZoWTHE, [ERIDESZ & ORIWERS - BIMEZRETILERRNZ L EBE X, BT 2L
Eigiewnwz &,

7. RNBHEEPBOERE - RBROBEE, BEFIZEMNL, HEHEOFEBLEETIZ L,




AR 3

BWEA - RREEGISRE [T BT DRI

BMER « BEESRE DIEGIHE %17 - ToEFI%
_ | H B|® A B|® A B HEEM
RI{ERAZOTER N N N e o
¢ A BI%E A B |® B H
B RIRDHE
HEAGE
"
i
HR S E
' MedDRA/J version { )
(ER)

1. e URIER - BIVEQER GHEDEMZRL, ) KOWTERTZ L, foT, #
EIREEREE TR LMAEAI SN TY, EREENREMEIB LN EMIIED3 L, &
fe. ERMGEED BEARBAREIC R SNEEER - BRESRE (EREEEE) 05 b, #iic
L) BAEMTOR. B E D BLREEE WE~OBREETEL Libn) bEHHI L,

9. F—EFODTERORR ZEWER - BIESRE L TV AHAITIE, BERE L 2o BIfER -
BUEr TR ER 1AL LTHET D L, |

3. BHEH - BOEORED > b, Bt ERREMICER LOEERN b THTE ROEIER - e
LoV T, BHERSOMEOMOBIIER - BISEOTEEDEIC * M2 L,

4. BIVEM - BYWEOMER, [ICH ERESRAEE BAER MedR/]) | CESE, BERASE
IZAMEL, EIBIRERFED D LHENZABEERRLTERTLZ L,

5. @ LERIER - BEIC>WT, EREOREERERINAEAE, HEMIC TOFOARGE
| LRBATHZ L,

6. HEEHL., UBRSHENBEEOERIIOVT, BURHH LT 2 8,

7. G L RITER - BEORER D S b, BYE L LTINE, #E Shiz boiconTid, Bl
iz () WICHRCERT B, 2L, BMEL LTURELTOWRVES, MEEZTTVRNE
ATV THERERELZ2N I L,




RAEART 4

BHER - BAREEASED E K

| BIEH - RYEDTESE WA | e | BIFER |5 | BIER - A4 | HE
T BEIRSE | BREXITE o dio) REYLTE -2
FisE F£RB DXy

£

1

=]

£

2

[&]

£

3

=}

(EE)

1. F#EOKRESIIEATEEE M L350 L,

2. YUSBIZOWT, RUSRFEARRD GEIER - BIMERE 2 BFHICT> TWBBATR, Uik

NOBFETRETHDZ &,

. HERRENEYREIE, SRRERAIIRN IR~ S UCBIER - BRIMERER GFEES] % BR< )

ICoWT, EEHMFHES o D TERT A Z &,

4. BB, ERZLCEE (Q, 2, 3, --) FEEWTBCLE,

ERIE, RBIER - BREOREIASER, EABRNMERAED LICER L. A—EKaRoEfico

WCRBIER - BEIMEORESEA RIBICRERT 22 L, A—ERAOPTEROME SR L 2B
Al - BREARERL TV IEAIE, —o0RHER - BREZICEALEHLTERTIZ &,
7B, EOHEEY, B—EFOESMIIR—0HFSEMT L

. ERIEINIZIT, SEERIVERA - BIMEER O Ttz <., ¥ﬁ13¢3ﬁ305ﬁ&%£%%39%

EERERES 3 4 BREFHEEERLESNERE - FEFHBREDCRITS (B.2.1.8 BERE
LFOBIEH, / BEEROER) ORSZHWT MEE], MBE), [REME], TEHEL-AEEE
HY), FEC) it TRB] O E2RIER - BRMET LICFEERTH - L,

. RNESMICIE, HRHERAHRICEE~RE L-BHER - BRIGEES AEEFAEERL.) ©

5, RERTEPRERICER LOEERLTFHTERW L OWT, HIREMER - BRYEES
BEDOHINESEERTHI L,

. BWER - BIMEORRD 5 b, HRRENENHRERICER LORE» L TR TE RVENER - &

POV T, EAEIEREOR x a3 &,



