SEEE 6

[SEROBEERIJFEVEARDOHY AIZONT (FERER) 1| (BNAX
ZHIZBWT—E8HE)

L% OEERRIGEME I R DEEY X7 5HG O
BH Y FIZTHONT (D)



3. ATEKREEMEDRR VR VFMEDHY F -GS EDIRE —--oveeeeeee
(1) BT — A DR PRI EEEE o
(2) FEBHIE D R TE - ovvvvr e e e e e
(3) BB DR TETNEZE - -v v e e s e e e e
(4) FE S B D TERG -+ o v v e e e e e e

4. *E-ﬁ-l-ﬁﬁ@*%ﬁlé% ..............................................................................

(2) E{$Mﬂ%®*ﬁg¢

i‘J'J?'fR *Eﬁ+1@%jtﬂo)gﬁgﬂl,]$“ﬁ



SROAERILFEDEORBR)VRAVF@DOHY FIZDONT

e
1. 5 =

SEOBEEARIEEMWERKROSOY AZRLEEORER (FE/12812A) I
BWT, ROEBY ., FERREEYEICRISROBRFARENERSIATL
%,

MREDECH, BEMEYMEDSI B, AUEUVEIYECE: CDEHL, B
#ZEovoO A8y E5IC, ARFNEEERICKYVAAMAT XD VEOREER
ENBESNTVR)ITODVTREEENFEINATWS, thOBEIRMEYEIC
DWTH, EEMNHFEMBERICEODVTREEZREZESDIZENBTLATH Y.
BlEfmE. BREEZICEHILSIHNZNIROXREIIZOLIVLENH D, REEHE
EIZDOWTIE. REEXRZORREEELTDHILILEN. TORENKYIRE
INBERETHD, |

BEAMEMEDS b 12MEICOVTIE, RE. FXFICLILIBEEEHEIC
EOVWHEIFXENEDLINATNDEEZATHS,

CNFET, COZHDAZEZRL., RE4AICEVT, BEREYEIZIONT
BARICRZEMMEOINE - BEENEHONTET,

S, LEEHEMAS—TFEHEBBLTWS I LI BER, BEIAT—4
ZLElT, BERIERMEICK BRI RV DOFMICET 2FEMOEIEZH
E95 BEVRIVREEMREESR] ITBVWTEEZTL. TORRZLYZE
LD DTHDB,

2. FERKERYMEICEHT 5RE

RREEENEESIATOVLEVEEREMEICRAIHZHMRIZONT., HEF
RTCEEIN-T—2%#bE. TOREREER. MEBEITESTE, MY DFE
EOEBEEZAITILODOSHICHZHNMEDREZETDILAILICEEES
TS, HHAVEFRERIJUNDNCDBEICOVWTOEZEENBETH LM EHR
NELNTLWEVWEEDKELABND,

—A. BEREAMED S 5 RENTELGYMEICOVTIE. E=42) Ui
EMICERIFENMITONATVLEIN 4HE (RUEY, M) 200 F LY,
ThEZ20QIFLORUDAQAZY) [IDVWTREEENRESNLTL

3



HUNCIE, BEBTELHHEATREIATLAEL, COEH, ChoDOPYEIZE
2EZAYUIFHEICOVTIE, WHORMNMBEBREOXKEN A F54 01
CERHEAFNATLEREZSEZLLTITo-TLWDSL0O0, MELGFMZT S
LtTHREMLNHDIEDEBBERENOCDERNDH D, Ff-. LEDRIEEE
EAO2BENRIRENDEED-ONDEBRNEGTEEDREICOVWTIRFAZED
B EFENROLONTLD,

UEDZ Enn, BEREMEICRIRERAREORENAZHEL>TLD,

3. FERQ[FELYEOERRIVRVFMDOHY H—HHEDHRTE —
(DEEMT—2OEZFHMEERNL

REBREOREICHEL>THENOEEICLELGLIATHIMICKRIEE
MT—2F, ZITEZHREBYEREIAGTFLONLIN., COSBEFHRIFE
PO LCEEGBONSET— I THICENLEZENEL. ChETRREREED
REOREICENTH, RAELTEEHARLGEE DT —RITHEDIVTRE
SNTETWRHECATH D,

—A. BELBHELOT—E2ALGVEEE, BYMEROT—2ZE F~s
BIDHCELICKYHBEZREHEHIT OIDOA—MBHATHL. LAMAL.BIVEBRDEE.
EEMT—ANERMEBEICHEoNTTH, HRHATHE., EnZE MINE
THICETEEEARENVEENS . BPRRT -2 ITEIHENEHIC
LBE2TR, BESNEFECEORBEANDILNELEHEABTHS LN
—EDHEEZLODTVADIDONESI D, T EFDABEFENRETHD
NEIMDRIZCOVTRIED L, BEITFTIRNETH D,

RERAREOHREICH-YVAVLONIEEN T —FOREMEEMEICDONT
T, RDOIDIZHESINDEEZEZAONDN., CALIFHEEICHAMNEZINOTH
BCEICBELODDAEEUHFMZITORENHLIEZFZAOND,

I REREEOEREICLELGREMNEEMIGEVEZHAREXIBMERT
—RICEDVWTHEHEIAHE (LT TIT1 &WLv3)
I MEHEBEUHNLIICELLVLON. HEDEEZRE T SEFEM
ERIIEBYMEBIGBON-T—RFIZTEODVWTEHIN-HETH - T,
UTOWITNADRIZEVWTEIOLLIHMEMHNREORELZETSHLD
a: BEMRIZLDEGE

BREICHATIAFEHRRVORBEFORESEF (LLF TTal ELVD)

4



b: BIMERDEE
BREINE-FEZEDRB[ANXLOBARVE FADSEF X
(LR TIb) &£LVS)

M. FYREBEDSLIbDOKEIZELLGVEYERMIGTEON-T—4FIC
EJOWT, EFADONBICEIYEHSIAE-RE(IbOKEIZTELLZVWER
ELTIE, BIZAEE, BIREIN-FAEZEOEBRAHNILOE FEDHE
M. Eb~NODHEFENHITONSD) (LT T &LVS)

GE) ChUNCEEMFMBSLVT—ILREFET S,

(2) EEHED R E

BEZEZICEHIOIHNEMNHIRDOSILLIREZRSIILELEVSHIENDERZ
ZITT, §%&. AERRGEMERKRZED TN LTI,

D HEMHMRZINE. BEL, BIZ7YTT— T E3EL35EHELBHT

W< EEHIZ,

Q@ HEMHMRIZIOVWTILLELIRELZETIRRICHIMEIZOLWTIHR
FRERTHEONMTVWSI—EDERBZRRET ST 2L LI, —EDF @
ZEZTWKFEZEAT S

EVWSEKRKMEBZAAICIHMIRETH S,

COEAMEZADTT, (DDIX[FTa IbICEETHIT—E2HELND
MEIZDONTIE, BEREZEED—DELT. BETOEERRELYWEIZL S
BEVRVDEBRZHS-0ODEHELGTLHHE (LULTEHIZ THHEH#HEL &0V5, )
FRETDH_ELET B,

D55 D IICERABTEIT—IANFELONDIYMEICONTIE, BEICKL.
REREEDERTEICOVWTEHRE SN RELG D,

Tz, DOMICEETHIT—RICEEEFLIMEIZCOVNTIE, BHIEDEKRED
HEEFGEHHEVWN, COES5BT—FICDO20VTH, BEEHICET 2HEFHIL
BEZBETILOD—ENSELLIFERTHD, LEN>TIhzx (8
B LT, HEORNVEZEHT (BHEHIHEEELHYES) RLTWLLCZ
EICEFEENHDIEEZOND,

GEAEOR TR ALNADANERENEZEERTEVSBRTELULEZLDE LT,
WHORK M KRB H A RS A VB ENSH B,



(B)IEHHEDEEFIEE

EHEOELEDOEKRNGFIEE. AMOLBYETEHILABEUTH D,
tEMEOEESE., BEFEAERNLTWVWSI LML, EARIZCEWVLWTERE
SNE-EBBTEIAMANSHIBEEINEFTRATILE., BENESEEDH
5T—ANFEIZHEONEEEICE., IEXR, ARICHEHEZHRE - HETL TL
KT EROBND,

Fr. BRHERIZEVWTEEREMEUNOYMELEEL G555, PRTR
FEICE>TRENDHHEHENFREICKEZVVDENELEREADEUNOYET
HEIGELREVEESINS, COLSICEXREDEUNOHEIZ DTS
EZEHITIBHENELDBE. CHIZHREICHIETED LS HRENBET
Hd

(4) FEEHEDHERE

WEEER, BEXMNICERANBRICEISIATEZRAICHLET 5B RN LK
ESNDLDTHA A END, HHELGIREZEHNICLEHLIREASH T
b, BELICADRBREICEZENBNDILISIBLDEMIT EINETRHGENEE R
¥ (R

T, BEHER, EEUFMFREIT—20FMADLEICEDHLONETH
HEHMIRNETHY ., HLOLT—2PHMEOEBICHEL, MR, RELTWL
CRENH D,

BEHERCOL>LHREZEILHZLON., JRVEROBEANL., COLAN
IWVNERTEDE D ICHHIMGIZEHEINELDELTEREI DI EAKET
Hd, EL, RKKREZR Y VIRENEHEZ TR F-ELTH, 5lEHKE
HHIAGEDENNEFNELICEFEIARNSTH D,

4. {EHEDHRES

(1) 5 #HE D HE

BHERL., RREREF16FKICEDETEOONIREEE L IHR RV
EfTEEGSZLOD, ROLSGHEASABRFIND, BIE, HHERK. AD
BERICRIBETZRAICHLT ABERILOHFHMEZERLAML-ER L
LTEHESNSLDTHA ML, RITTHOATLERREZS Y VT D
BT 2> THREBELPERBICISBHHINFSZHOERLE L TOHEZRT
CENHIFFSN D,

BE. COEMDHEEICOVNTIX, FHHIEOHERZHEFT A DOEEKMICHKE
SNEBENH D



NoDHEEL., HEICEELDDAEAIEEMEOKRIAN L DEEIC L
LBEVRIDERICETDILDTHAIEEZAONDEN, RD KD LEFIEIC
BTA2FERRNEFEMENROBEREBOLEDODETHS E. T DEEN
HKEINIREFIES-TETVSEDEEZLOND,

- RREZANUINL2EBARICENTHI0METERIATEY ., REX
EHNRBETHAIMEIZDODWVT, Mo DFMIEENRHLONTLNSZ &,

- BEEEFEICEDCEXFICLSHEHNFSZS AN MbIATEY . HEAL
MoTWBZ &,

- KRB EBLEEICEEARK[EEYEICRLIFHEINFNE NOEBHRENH D C
EOFHEICEASN-PRTREEICLEYILENEDOHHEREDBIENEL C &
BEICEKY., BXREDILEZYEICHTHIBEHEIKRELEECELTVESIDEER
bndl &,

(2) BRI R D 1R &

HEMZFREFELTE, LD GHEHEOKEEZRILLETIHHA. B
HRHRERIZOVWTIE, &, AFEXRIEFEMEOHHOMFICET 2EMADE
HEZEZBI OB THAHHINFEMZERICEVWTERNLGREAS G SN DD
ENH D

5. SRORE

BEHEIZDOWTIE. SO THRRfEBY . HLLWT—2OMEDOEEICH
2T, BER, RELTWKREN DD,

F.BEREVEDNS L. SE. EHENTIAGH>EHEIZTONTIE,
SR, AELGEHENKEZERL. EHERICEVTHFZFNMRORSE. BE
[CEHDD, TOEENRRICECCLZRRELTHEMEZEAERICLDER
[T L. BRICEVFEEDNGENEIENEFN S,

BE.SD()DMITHZET AT —FICHRLISERBROEKRMGERLAEFICZD
WTIE, ERHEICHRLIMEDEERREEFTZA DD, 5IeHhEsRIAITH L
E9 %,



Al EHEFHOREMFIE

1 AEMEM
(1) FEEsFE
O REALAZFRAAETCREINFHRIZEDE, RVAMGGEGRTFESTHEZE
). EPARLUNOEETHAICERFMICET dXHEHME. BEL. &
HEEFEZEIT S0

(2) EEFTm
O (TEEINEXHNML, BEVAME, EVAEUSNOESHIICEET
MICETH2XEZEmE., BEL, TEFMZETS.

(3) AEMICFLIFMENEH
@ QTBHEIALXBOS>bRLEBEUEABLXHMTEON-T—4
[CEDNT, VALK, RPABLUNDESTHICRIFMEZELT 5,
COGEEIZENT, EVALLERDPAEUNOETUEA L LICEHATRER
BEIE. EAAE., EPARLUNDAEZTRLLICHEEERICERLIFMEZE
HY 5

Q@ HEURICHRIFMEOEHE. RAELELT, AXID(DITFRShERE
MEBEEIXFEIICHEET ST 2R HT S ELET D, COGSE.
EZARRVHYRRELICT—EIDVNFEONLGRE. BEEHENSEFEDL
NET—RICEIVTEHT S LEEL, BIMERILSLAT—EDEDL
NGEWFEETH>T. RABBERETNUNOBEERNI T -2 05
bnBEEE. RAELTRABRERRMA OB ONET -2 2EHRT 5,

@ EBEFRMLGEHAEIE. ENAAMEICOVTRENALZEHINDIBEE.
BEREICERDIT—EATREREOHICENVEHES )RV ETILES
RAWdEEHI2, BMERICRIT I TEBERINEZERCHARNILGE
MRV FI—I F—ADoDEBEREERNEELEZHAE L-ENEET
ALWOLNTWEFEELSEBICLODORVEULAZERTT S, £/, B
ELRHDEHEEINDIEECRINIAELUNDEEMSEIC DU TIENOAEL (No
Observed Adverse Effect Level | EEME) FICTEEREFZHREN T D HEIZEK
52&ETH (Fz1ZL. EFDT—RTIENOAELEMNROH NG EMN

8



ZWH., FEEETET oK EEENRONGVWLEFTELIREZE
) . B&h. BMERIBONLEIT—2ZFE MINETHEHEEE. TOD
MEDLXLADARTAIVR (KABE) RUMEFS TS FTIOR (B
Z) FORERICLERLDD. BFOMREICOVWTHLEET 5., #Ht
EIlEWTEBEESN-EFTCELEMPALHELEEZE. ChEBSEIZT S
ZEET B,

@ QIZBVT., ENAMRRUESAMUNDESTHICHRLIFMEMNE DI
FHARGGEEIE. mMEOAETHICKRIFMEZELH TSI LELTVD
A, BEREHICRLBEULGT 4N, —AREFHARIELSIT—2THY
LI —ARBYMERICRDIT I THAIEVWHGZEICE, BT LILED
MEZFEHTIDOTRHLGS, A%V ERZTIBKRLIEZLT, BYMRERIC
BRET—HERETHHEERICRIFMEZRELETIC. BEEHARIZRERD
TRt T2FERICRIFMEDAHAZERT I ELTEDH L E
ERR

® AEHICRIFMENEHICEVWTHATIEZICEAIT HERIE. RAI
ELTRIBHDBEOHAEMYKSI L ET D (L. HHOBRERDE
B(CDOVWT, ZOFEABRICGEESNATVAGEEREX. ChEFAT D) .
BE. HOBBZERITHACENBOHTEELRIGESICIKX. THERHOD
FAREERIDCEFICODVTSERRAT %o

2 BREEFTM
(1) —mREREXKICRIBEFTMEEI. KKRE=Z2UVIT—2%FRALTITS,

(2) HEBRORARFEICHRLIBIRFME. KKREZ2 VI T2 RVIERIE
HERAETRESAEZMNROS LEBREOEVT -2 ZFERALTT S,

3 #MEFEm (FHiENKE)
ORMEDNHREIH->TIF, RAE LT, ZAVARICERLFRERVHES
AEDUSNDEEEICHRAFTMEALLICEHINAYMEICODVWTIEEED
SHLEWADKEZERAL., -, MED S 5—ADAEFMHIC R S FTMEE
DHNEHSNDIBERICEEXBFHINE-RIEZERRT 5.

OfHENRESNA-YEICOVTIX, HHELBBFMOBERZLERL T

9



LERMWEOBRKRICETA YR Z5FMET 5.

O HBEHMEAARAXID(DICSRENEEEIICHEESTET—RITED
EHESNEIDNTH-T, RERIJUNDLODBRICOVWTLEEREFTZ
BIHLDITOVTIIHEHEICES ., RERIUNADODEREEICOVTD
FRERICELGULA. XIE, ZTOFEIERICEFT >TOLWEAHMEIZTONT
(T, EHEZEDLLET, SHICBEICHL, BREEEDHREICTOVTR
HENEIHMRET D,

10



