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363 TMREOCHRKIZEI RRRUREMMOY ) —T—TIL

PBRER @ 6.3 T, IBD »54[E0 PBRER @ DLP FCORBEEUHEMMPOEHEED
BRI Y—T—TNEBBT HFEARBIZONT. TOEREBRBT S, ICHE2D HA K54V T
BRENTDE ST, HRENEEZOFRE. BENICRESh-HERRTER. L4
CEHBERHNBRMREE>TWHILERKLTE Y., RHESOBNTEHEERERGS
heRETHD, YIVU—T—TNIZIFLTEEEKT 3,

» ERUEE. HRE. NPEXRBRRUHARNSEN SOBELZSL BRMICSRICHET SE
BRUFERGEHER

¢ ENARBRNSOERLEER
+ FERNLTEEICHET SERGEER

HrY—FT—TILIlE, ﬂﬁﬂﬁ?*?&iﬁT—QEiﬂfﬁTL(ﬁﬁﬁﬂB x7 %8
) . SOCIC&>THET 5.

BACEHEAREBSERICOL TR, REBELR., #5588 EEOROERIZRIER
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3.7 RENMIOBERRTRY Sh-EXGRESEHROTEK

PBRER O ZOIATIL, HEOHEMMRIC, MAHFMEKEE CHIBERBR, @ S h =K
MICEEMF LA FAKERURSH LORREHERICENT 5, BESBRERFE
LT HELMESTFIIIE, PBRER D 15 BICRTTRT, WEMMbIZHEARELE=ST L
(FEESHIUTFNICHBEShEOMRITBEN I R9ELJIRFEShZUR*OLWTH
MR ER-OHIEMHT) OiEHIL. PBRER O 16.2 HICFT ., BAOBENY R4 RILH
B RV ICEHET A2HBOMEAB SN, FhoMFLIZHEShAES T FLTRENE
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R84 ZiK#Ri%. PBRER @ 13 HWIZEHT 3.,
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FITHIERZEL - T—2 28T T 5,
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THEMET S, MAH MREETHITREONTABERRRBRIZ DT, BEPMDPIZRTLE
RISFEFTH I DOO—RREFTEHCERT 2. RFERBOUTOWNEERET 3,

« BEID (B AREEHEREES XX EOMOMAI— F)
« BRBRORE BEITLBE. ABROREOKE)
« REOEE (B : 52 A LCERRE. Jh— MR, EFXETIN)

 HEXEME (B4, RUVNEBECRBREEERE D SO OMORNES SREAICET
SRR EEE)
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. BREBORE :

. R (RERBABIE ATV

- BT EEREBRAETLTLS)

3.71 #TLE-HERR

PBRER @ 7.1 IRTIL, SAXMMP IR T LEBERBE, S MBS W -BENICEENMOHL
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FRALTIRFELTH KL, 3 TICHLACE>TWE2REHEOMBEAXMGT2HBCChITK
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3.7.2 #WMPORKREE

MAH A, R OBRREETE LRI BRI EM>1-8S (B : MR SMRIT
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TIEHLMNIES> TV EIREUOMEZ RN (T 5B AR SR, SoIcHnRe
MDLTFNETRTIIETUREZRERT S,

3.7.3 RNEHER
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° L/ FUROPIEICH E3 R CIOMS VI IZEREA TN,
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374 EXROOEREES
PmERw_WEJinMHﬁiMLtﬁE®EMH?ILﬁotwHaDﬁ4F54JT
HENEH LA TWDMBOTOFS L (B : XA T04S S5 4L (Expanded Access Program) .
Ay ar—ba—RFA4S 5L (Compassionate Use Program) . EDOEEHE~DER,
B—E% IND (Single- Patient Investigational New Drug Applications) . AERIEHKF) B HIE
(Treatment IND) BRUZQOMOARNLZT—210%K) [CHET S, BFENICEELZ2MEEER
*EWT 5,

3.7.5 WMERSHAMOLSAREICNETIH-LREMT—4F

EZER TR ORF BRI L VIS OEHAZRY . MRS H B 50 ECEEY
BT —RERTETHEDHIC, UTOERBEZRANSCENTES,

* PBRER DHARTHIMAN. BEHID 1 KSR SHIFAREE LTHLERBEE, X
FBRPTHLREITE. EBEFIGRAREOERIC J:Uﬁbhtiihﬁéﬂ&ﬂﬁ&._
DHTENT B,

* PBRER ODRFEMEEHITHLHIBEE, BAOESICHATIEELREMHEBECOMT
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BEAF/HAREICIROZMRIC OV T, YRESFISFRREOEL DRSS
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3.8 FENMARBALOHMN

COETIX, BEMRDRICAFLE, MMHRZARUS—THIENTARR (5 : HEgRiE
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programmes) ) MSBALMILE S REMEEEIIEAR T« v FEL XY X7 FHEISHEER
[CEETIMBEENT 5. EROMRICHUTIRECRE. ChICERKFEAREHRE (drug
utilization studies) 7 S OEENRESL .

REENF—FORE, HHSHEL (LERE, EEROREIO I 7P IILOREEXITY
ARBHOHFRARTEEELENE TS, MAH AR RUH—TH I3 TREOENAREIZ DL
T, BEFMDICBTLEXEZRSEDPTHILOO—RKEZRARHICIEST S (RIZgDHHK
HIZCOWTIE, XA FSA D 3.7HZERE) |

EHFEOHRHUEHICHESN TV SBEE, LREETHRAEHEBRICET S, BEMMPIZTE
R L T-BiE &8+ PBRER O Z L OFRAEHICEN B,

3.9 {OBRERERE TR S OMR

391 ZOHOMERR

SO TRy a3 rTR. SEAMNDOBENEHENICK T MAH BRAFTED, RIEALER
HZBOHEMARITA 73V O AOHER. XRAMEENRHT X2 MHEMRCEMLE - X
TEREER, SO EMRBEENT 5.

3.9.2 JIEBIR

COHTEI g TR, #EARO/NF—VRUEC YR HRERRICEY SRENE£.
BECEREZHDLAVBSEEHENT L, B URIRFEEBRLZ, REBRIZOLLHE
HOHLRANEREIEIETHY., BEMNESL TV EAAENZRDEL,. COLS51E
¥, RERT—SORRCEEZDLEHNLERR T v k- YRVFHICEES S0 H 5,
BEBRIL. EXGEFERTIBREBOLOBRBCENTHRETHTHELAHY., BE. HERE
RFERREENBST ITRELNH S,
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LA ESIREBREY / XIBEOEEICHDLLT, BESIEDFTFARIYRASIZ2VT
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COMTIE, AELMPIZRSEDNET LI=FEBRED in vivo BT in vitro BE& (] : AR
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FHIIHETE3ESICTHAS Vv EahERMASORRE., FO8RICHHH ST, PBRER 21
¥3 %, PBRER @ 10 RIZEF S =AORRICOWTIL, PBRER DREYT SFEDCRTE
"5,
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7 %. PBRER OXBBRFE (L. EOBHEREMOIRREL Y bEEIzhY, HBREROR
EMT7U MLLERETIMELHRET S, BETIBEICE, A—9 T RAOEMRESET
SR EBRTT D,

3.12 HDENME

EE X (THIKOEMEEIC & VRISHENOROALNEY ., MAH L, 1 20FBEI-HLT
1O0) PBRER 24k T 5., LA L. MAH A1 DOFERES IR L THEO PBRER #ET %
BE B REDEHEXIRIRENRETIRE) THLT, hOEHEREINLDOEELHR
A PBRER Db HETIRFTSh TULVELES K. ChEXRFICENT S,

MAH (. SBAICESEAFTRDFS. FAEMMICB O THROERE (B AREKEE.
MAH, £0ftsi/—F—) MRS h-ERRECE T (EXTHRERRICENT S,

3.13 HBBERBI-S 2@ M0

ERCEECEGERITRBOARI G PHZEN LT IHATIE., HUMEORMI (LD
REOCEIELEBLAAIRORNERSET SMERRT—42 (§): SEEIRERREICHY
2H LVI/MEROBRER T, DhEORFESANBRECH o) &, AR RREICHT
DERGYRAVETERT LWHENEZONDIDT. FEOT—2E2FXATENT D,

314 F—A20v IR 2 MEIZAEL -INH
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IC&FEND, HFLWMEERICOWTIE, EELGMRER (Fihbb, EELESOYDE
Bl ELLEBELREU LT FNTEHEL LM ESh-BE. RIZPBRER (ZERIZIRTEATLY
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ERHIOATNAEERICHFAHETRREEMICEET 2@tk S, M OEBOLLEER
) RRE. BBRLAL,

PBRER @ DLP # T H HAEHMICIEE I h - KNS ENEOEELTE L ARECHNIEERE
g5, TOLOILEFLLTHE, FH-LGRE, BE/EELEFNIE. XIEHELRER
NEENES,

FRIC/RSNDET—42{E. VRIRUFLEKEBEOFEOKICILERINIRETHS (K
HAFSAD316.3/EBR) .
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315 LUFILORE . FA. WA TRERE

PBRERATLIFHIRVYRVICEAT 2B RTT IBEOBREIL. £HA FSA1 o OFN
HHFIZREhTWS, PBRERD 15N BEMIE. WEMMDICHESEEL (Thbb,
HEAET Liz) T2 Triicma, REMME TR TEE S Thh T S#EHo s
FIHCBET HNA LANLGBEERTTSCLICH D, PBRER OBBIZHINTIE, L5 FNIE,
BAIDAS ) — o RITHELT HREEE T, MAH (X 2 ENMZEEOEEINRES N
T-EHRATEET S, REHIITFLE RETIBREZET L0, FEOE/-BROEAED
BT 5 (disproportionate reporting) MO#EFHES B U EERTIXBVAICERT 3.
LOFNTEY (B BEREGENRSEEARE. EAXERE) XITEM (F: RgHRa7

(disproportionality score) , ERFREBRANIIEFEHRADKER) THH. VI FILIERAMHEBEN S
ORZEEORMEICHT AIRROERCBLLENIHTELLC LB L,

SheDVTFLOETOROSER VFHEOEIRICET HREICIE. PBRER O 16 RICEFRS
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=T ElE, MAH AARESRDICEH IV /LT FILTCHD. Ff-. PBRER®D
WERM I AR EL G-, BERICFEAEEL = F L IET 5BERNICEELZHL
LMBER (Fhbb, BERICEEShEVTFIUARIEEOEHOBMMIEEBZET BB
VR OFGAE) +Fi-RFrneisd, Ftad 5 niE, PBRER D DLPBATO
LT FLFEROREICL Y., R XIIFHERE PRI ES RS, FELTIE. IFOLSR
Hi-LTRBRESEND,

o BENCEEARE LN PEESALCTHILICEAT A2H-LKET. L7 L0 EEM
ICESHD

+ BESAEYRAVICETIHACHEET, VAIORBREICEL TERNICERDENETR
TH0 f: —HHEHBRELAMRESAEURITHLIEEIC, FTEULEDKIVE
RLERETTHCMEOAE, RTFHRBMEMEEShIL) RO THLIBEIC.
FERRABRIEICRE I S EYCER S h, XBOZVVEFNBRSOATF)

« BESKEVAVICET 28GR T. TOVRIOLVEBWEEN WAL HdY
TTN—FIZENT) Ff-CHBELEED

o BTEMY RIHMCETAFANET, NBBENY R AR SNEAICE, Hii-k
BEOEE, FREORREL (ERDESCRIAOHE. ZT0hoy Ry MIMLES
*ET3L0

CORRILHFTEHIZIZ, PBRER @ DLP B CEHAAMST ORIIHEEL =T ATOL T
C LO—REBEERERT S, CORICITLUTOMREESDH S, BIZOWTIE., FTEE C 258,

o VHFLOERGIT

o MAHMLFFLERY B

o SHFLORE (DLP BS TEHEAREE X [TRkEH)
. BUTIWE. VY LOTESEE LB

s LOFILOIRERR

. FET-2OMRLEH

« BT E

. EEENERIEETRORE

AR Lo M F s D NTid, B S S+ L OEGE - OEICERESF. PBRER ©
16.210 T FLOFEHE] (CIRFT9 5, BICHOSATULWAEEShEY A RITHENY R I(Z
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BEL., TR EShEL T CREEN RIS L LMBROEL, PBRER @ 16.3
W) BUHLUVMERORE) ITRRT 5.

HHILFBICEY, HEABREER (FFLEHMEAEVED) ODEZS Y LS RUPBRER
- TOREEROOSATLDBRE, STRENAEENRETHS L (L, MAHILPBRER®D 1518
CEDHAHOERZENT S, TOBREREENL TN ELGof-&ZE, RbYIZLTFLD—
%&ISERL. PBRER D 162 HTERT 2, '

3.16 V5 FIRUY R OBRIE
PBRER D 16 HOBMIZU TEBFTTEoETHD,
+ PBRER M@ L4 AWEMMBBEAICHENT, BEEARESNEY RS XILHBEN)
RYZBALTHHL TV V- EELXFRIHR OBERSEY (16.1 1)
« BEPMBDICEESARELTRATOSYFILOSE (16.2 )

s BIIBEIATOIBESREY RS ULEENY R 71255 L LMEEORE (16.3
)

o BINTABE. EELBENYRAINIBESAEY A OBEOEL (16.4 1H)

o BOEPREICELNTHLERTHIAREDSHS. WTFhhAOERIHIKIZHSTEIURS
E/MMEEROFRECEYT 2EHN (16.51R)

UHFIVRUY RSO PBRER DBFEOHEADT Y E LT 2B T o0—Fv—bZE AL
FS4onFEAEHEFIZRT,

FHEICBT S To 3 Tlk,. PBREROBIOR TR R LB EENL-VRYELE
YEETIZ, EBELEHESALEVRAIOTO7 74 NERE S35 -0ICKBOBRAY2RT, &
Al& LT, ERNERMDER% PBRER DEMORAIZEHIBBRIBLN, 5P ) X5 0FH
LRSIV, BEEAEIHARMGER B : EENRE L OBENDSLT
WEHEDHICRT 28RS & 5. EEERENELL-RIOER) OBREREERT.

3.16.1 R2{OBREENOEH
COBEOEMIZ. FIROMBREUVIFMOREL GCLHMEMUORERICE TAREHOESE
REENTICEICHD, REMOBSERIILUTEZEL.

. BEOHESAEURY
. EEWHENY RS
« EELTRINER

PRI RBETHINENEUET EHE, UTOEREERT 3,
« YROOEFHEEY BUBEICHTIHELY)
o URHOEE, FRMTE. PSR CERY
.« ARWECHT ZBENTE GIE, ARNRREOH 1 X)

« —RAENV RV EBBLEBRELT, FPHRNRAR T+ v FOHLIERGEEHT DT
BEfE

REVRHRALRICEFET SHROBE. COEZ. SEO PBRER OMREMBAMEE RIS
BIFEPREMRTIBHADEY (ICHEE H4 FS4 vic#ll) LELTHINFLIZETLAT
THIHABENRHS, TR RBEEERLTVWIVWRSOWME, COETHE., RETROER
[CETE, HOFERICHETIEELRESLEY R RVEBENY A EVICBRELTER
HICETI2MEERTT S, EEOREShAV RV RUEELGEBEEN)R2E, SIZE. UF
&8,
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. EEHEER

. fOEESEDEEER

. BERUEFOHOME & OEEER

. BERS

e BEIOEXSBREORE

o EPBABOHER
EELTEMRICHTIBEHN T, BEORSHOMER LEXSEHAT 2 HR%EI<HT
BHMICEXREE v THBEET ZHEHEERT D,

3.16.2 LTI OWRHE

PBRER @ 162 THTiL., AERMPICHTENREL T ATORERL T (BEELSHEE
hizhEMEBDHEZL) OFEEREENT L, TS TFILE. FEOHR. BESASC
ERIFHEMELIBESAREIVRAITHA I EHEShSLONWThMZKY, FEEREE
FHIERTED, LMo T, ARICTEDHEAIRE2DOELDHILTOESLY THS,

1. FHEO#HER. EPNHEECREAFTRUNRONZMT@HcEIE, THO) LT
ELTERShE=IITFHIL ‘

2. AR, BENYRS IISEShi Y RSOV ThACHMESAELSFIL (B
DRNEST) |

FEAEELES T FLONTROSEICONTH. MAH RV T FLEEE. RULBENS
LLEFIBEShEZVRAITHL LG L-RUERAFMLUBICIETT 228, &5 FHILEROH
RIUBBAERET 5.

LOFNVEMORBEOREEL, LYV FINOEFHNEEE, AL LOBESERUAFTIE
BIETUAOBEICHGIEHCLEMNHREINES, FESEEL T FILOBMADSHIZHE
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.« BEGBTINIURY & LTHENEE LSS FL
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o EHMICREET 2ER

o HHMESE - TREIR. BEES (BT IRE. LE2—LEEED MedDRA BEE[PT.
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. EE®
.
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3.16.3 Y RO BUH L LMK O
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BHEhE)RIOE L DEMSHATEES T 2BAE T LN,

FHLWMERIZ, ULTOLEBYSETLIILENTES,

1. EELBIENY RS IZET 55 L LR

2. BEGRESIEURZIZET 35 LMNEE

3. BELHEESAEVZOMOBENY R (BT 35 L UMNE
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%, COFHiE PBRER @) 164 RIZHEITLIEELEBEN) A7 RUBEShI-V A/ OBYS
TOEFHFORELS., CORICERSNIFHMEOHFMEL, LEHVRVICEALTAFORELT
EF o ANEE., EFfRHEENLRUAZNELOBERIZHESEA L EREILS.

FLULHE, RUFERIZET 2B NBROMEMILZ. PBRER O C ORIXILHEEEIZEE
T35, EFEIZE. BEIZHGLT, UTOMEREED S,

+ i LULMEEROKER

« FHmCBEY SEM

o HEMESE-TREE, RRBERUBRAEZSD
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- ER
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