HAEERBITH 1=
Ek 2% 5 A 17 H

AEEREETES (B) & B

FASMEERRRREEERRE
(& EB & OB )

TR F 7 4 v b+ D ZAZ7FEHRE (PBRER) 125\ T

Bk EU ERSAHMAERSE CUT IICH] &v»5,) MEfsh. &E,
ZEMRUAMEDOEFET, N—FT A ¥ - a VOREZR D TDOER
BIThbhTW3EZATHD,

A% ICH KBITASHROAEEHEL LT, BREDEEHDO_XT7 v b
EVRZICETAEREETNCHE T BRICEEOREREL RS [EHH~XR
74 vk VRAIEMEBE (PBRER)| BB ELHbn, ZFOERDOELDD
EH 2 FE (R ZHE0BYERL-ZOT, BT FTEGEESICAMS
X B L L HEREREV =V,

2B, AEBEHOBITICHEY., THTREERICET 2 EHNREERITRE

(PSUR) oW TJ (FRRO9FE3IR 27 AFMHELRE3 25) KU [ICH E2C
cxAME BRESMT —F OB REER CET 2 EHNT LM
BHRAEICoWT) (FR15F4A 25 BNEEERHE04250015 &
WERE04250018) ZELETS,

23 520




AREUEZRAFHANERSH

ICH MHI=EH A BS54 >

EMRHRAR T s v b - R H@#EE (PBRER)

E2C (R2)

TH25%5R17H

Al i




E2C (R2)
XERE

-y lowgld

pERXE | BE B 2005 4 11 A

BHAFSMA Y BERSET—2OREL : THEEXSICHTIEMNRSERFHE

E2C FEEERSGICIDZXA Ty F2TORERVEREE 19954118308 |(E2C
D=0 rE

E2C BEZERALICLIX Ty 4 TORBRUVICHEZE (19964 11 B6H |E2C
HELB~0FRO#BE

BHA FS4vicnd 2R

V1 EERERARICIDAX Ty T2 TCOHRKROEERVUE (20024£98 1B |E2C (R1)
REED-HDOLE T

E2CIcH3T 3 | BEBRALSICEAX Ty 4 TOHBORERU 20034 2H6H E2C (R1)
i ICH =R X B~ DR, izt

EEEREEE (EEE V1 W) £ E2CIZ
W dEBEETLEICAEL,

E2C (R1) HEAETA FSq4 v~ lldidiETzn=-1=8. HHL (2005118 E2C (R1)
ES4v0O&8%E E2C (R1) ~EELT-, '

E2C (R2) EEEBRICLHATFv T2 TCORBREUERBE |2012F 28208 |E2C (R2)

Of=HOLE
Step 4BFhR
E2C (R2) BEERSICLDRA Ty 4 TORERUVICH=E (2012511158 |E2C (R2)
HHALBA~OEROEE

E2C (R2) 5R—TH. Section 1.4 DRECEBAIZETAFRE (20125128178 |E2C (R2)
THRICET ZREOHIER :




FEHHART 4w b )R EE#EE (PBRER)
ICHRHIZ=®EH A ESA4 v

B X

1.
1.1

1.2
1.3
1.4

2.
2.1

22
2.3
2.4
2.5
2.6
27
2.8

29

3.1
3.2
3.3
3.4
3.5

3.6

3.7

e TSSOSO 3
3| . 3
= - 5 O 4
PBRER 2 3 & T BMEE ..o eciersciseisssesensvenseassantsassasasassesassessssmuseacansassnatonss 5
PBRER & FOMD ICH HA ESA L EDBME ... rcsianaans 5
e - - | [ PP 6
1 BIARLIFIT 1 DD PBRER.oe.eoe et ectrcssssssss s st 6
BRARITEH DI PBRER ooeeeoeeeeeeeeeeeoeossessssessessessssssssessesssssesssseesssesssssssmsessesresss 6
L A0uTa JiN BN A0V A T Y T PR 7
BBEBIMRR .-...ccoveeonerneireree e seeesessnsnenas e essses nee s ea e e ene e S aeRA e AR AR AR R e R easnesan s anmnae 7
PBRER PRI 351F BEEMABE ... corceeeeeecemcessirsesscimenssnnsseemenssassmesessasassassassassesnssssseness 8
E B T 1L OO 8
P S IV YR SR ) B 4 - X SO 8
WEME S PBRER DT —B O YT HA 2 b ssnsnens 8
281 EREEBET—FOYTIRA P et eneaenes 8
© 282 BHIAEEDRLE S PBRER DIBLY i, et eneaes 9
288 F—HOUIRL 2 FEBRBHEDRIE oot 11
PBRER D3R & B uueiiviiremrieieccresraessessnesssssnenassmmesmssmesmsassenasnensenassan sernsnns susmunann 11
L A - < SN TR 11
B I~ B S OO UP U URO UV USVRURTOFOTO 11
PBRER OREIZBT HH 1 ‘3’./7( ........................................................................ 12
2 YOO OO 13
EREEITE T DIEIEKBEDIRIT .ooeeeeeeemeeeeetssesssssssssesssssssesessessesssssssssssssssasesas 13
e EOREHTHEASEMAICKESh-HEICD L\'C ................................ 14
e L) £ LY. A OV O TR 15
iR E ok Dl E . U 15
3.5.1 BEEEBICEIS S EEEABIRE I oo 15
3.5.2 HEREOEBREUVBEHEIOREEEEE oot 15
S o AV B et V5 T L OO AT 16
3.6.1  BIBIEER ..ot eree et e sa et a et be e enenn e neenes 16
362 BEABICEIKEEEFERDREE YT —T— T/t 17
363 HHRET—ZOERRI_ETEBROFETHFOY <) —F7—T
Tt e v e e et b et e Rt oA AR bRt ebeA et e at b s et et e e r s s enearanaeas 17
MEBMPOBREERTCED O EREREENBOEN...cc e 18
871 FET L TEBEEEERER oottt st s s a bbb b s st eaaneas 18
CXAIE 1 -10):=1 3 5 2OV U U U U O 18
3.7.8  FREFIBEIFEDE oot eeete et e e sseae e e st n et e b st 18



BRI v b - URSEHREE (PBRER)

3.74 EFB DD BIEEIE . .cooooeeeeeeeeeeeeereererrrererssessassssssassssssasssessassssasssens 19

3.7.5 BB Bk RS B R T = e, 19

3.8 FENM AR D MHEII ..o ceeiceiseseaisrsssesssnssss s sssas sttt s e e s emees e e seesemsensnsens 19

3.9 OEBEKBEEREUIHRED D OMHR. ...t rses e srssssassssssssassanesaos 19

3.9.1  EDOMDEFERGIER ...oovvveveereeereet et s 19

3.9.2  BBFEUBEE oot ee e st e e ettt aeae e ne e e neaeeeneaneeneanaes 19

I I =17 T S 20

I LI - SO 20

I I T v 20

313 HERMERRBICEITAHEMIED R . ...ttt sae s e 20

34 F—EOvIRA U FRICAF LI ..o 20

345 LT FNOBE : T, WERBRSUIIEEERE ... e 21

I [T & oF 175 54 LV B B X 5] : 2 22

3161 FTRMEDEEETIEOD TR e eererseete et rsesssse s srsseesenseenees 22

B.I6.2 L F D EF M ceeeeeeeeeeeeeeeeeeeeeer s et ere e e e s e s n s ee e naratenens 23

3.16.3 URGEEL LMEERODEFM ..o oeeeeeeeeeeeeereeeseeeereeeeeeresseesersssessesseeseeseen 24

D164 U R DIEBE TIT ceoeoeeeoeeeeeeeeeeeeeeerereereeeerererassesase s ssaeaeasasesareessseens 24

3.16.6 URIZBIMERDERFRME (34 ?‘5#") ............................................... 25

3.17 S N I T 5 - 1 OSSR .25

3.17.1 HEHRIFTIEEFICHITEEELTYME - FHEEFR. .o 25

3.17.2 BHM - BEEIZEL TEHAICHEINIER e 26

B3I7.8 ARET A Y FDEEBE T ettt ereere v eeraorsene e aene 26

318 REBEKICHTITBERERRIL YL - URIBH e 27
3181 RETo4wh YR TDERE—FEEEPERR REDMDEEL A

FEEITELRE ..ottt ee bt estee s ees s s see e e reeseen e s et e st ennen e et e st nennens 27

3182 RNETAL Y, + YR T GETDEM ..o rees s 27

319 BB BT ..o e eeeeeemeee s e e e e e eneeeecenr s rereesresesseresae s 28

3.20 PBRER DB {THEEL .oveiirerciserstiitete e e ceseseeeeesessssneassssnessessassssnsssssenssnsassnssesenssese 28

4, b 5 M 2 G2 F- Tk - ¢ ROV R VN SUO VR 28

FEATIEIE A - FHERIE ... e s st rae et sas s sasas st sasa s s nesemerseeeneseansesmesnaseas 29

BRI B - ) =T =TT ....ceeoeeeeerrrmre e esrsermsssssrsst e smsss s sme s aessnesssmesnes 32
BARE C - XM I A X XEN R LRl /dw»aa—taaa

' . T OSSO U TR 35

BARAE D - oRFMETE L 3 AMATREL PBRER DO Y A P e 37

#H{RH E - PBRER {ERBICER T 2RI EIEA H D MRBEDW....coeeeeeeeeeceeee e 39

FBHRBF-2TFVEVYRSZO PBRER DIEAD T Y E D aeeretrerreresreerss s 40



EHRAL T ¢ v k- YU EESS (PBRER)

EBHMPARZ 4w b+ YR 7 FEi#$s (PBRER)
E2C (R2)

1. OB

EHAFSAVTRETIERRART v b - YX SRS (PBRER) 1%, HREUE
ESHANRNERS® (ICH) $#nEvLEmbigics T, BEEOEERR (e, ENMLR
BET-TOWAERBHAEEREZST, ) ICHTIEHNGART s v b« YURIBRHEOHED
HBOREL LI EEZBELTILNS,

FHA FS42Tld. PBREROERShINELBEEEED. TOERRURHICENTE
B ARERS L FEERT D,

FHA PS4 THEASH TS RHEORERDT THEX (FHEHA) 1 ITEBShTEY.,
FXPHOTREBSIEBRICTRAZF VR ) TR TNS,

11 #% B

FEESANRFERBEZ2(TIRICE. REERUEDE. —RICELSNBEHOT—FIC
THEIIATEY. 20ELEXS A LEEBROBEBIA-RAETREATHONS. TD0H.
BYRI DY TITN—ToOEESRENSBELEHEEZR T S BESGRRER, DB Eh
TWAZ &P, RMBEOTF—E2ABOATNEIENEL, E6ic. BRERBRICSNT 555
X, FEFRFOIETFUORCEALTHMICE=2) T snd. BEOBERTTIE. E=42U Y
FFEFENFERIBICThA oY, LYELGEE (5. SOHE. OFRXE. BETFREL
E) OBREHSABRERTRY, SoICE, BESBTELEYICELLLOICERT LI LML
WER (] BEEORMEE) ARSI YTIEMNHSD, LEN-2T, ChE0ERIK. B
Hpgic, BEGHMEABOABICIIESIC, RET-202EMNMEEERTSHET, R
#. 0 RUSAS CBETIMEEEERDS 1 Y4 J LISEY BEMICHRT S HEH
RHDZENIEMELH>TIND, FHILIMEBROXE S IRLEBERETCHLIA. HHE. &H
FEOFIR., AROERE. ARICBITIEEROMEFNTICET 2 FOME{ OBEH AR
T4y b YROHB-BETILI MBS,

ICHE2C # A FS4 v TBEER2MHT—4 Okl : THRERSRCET 2 BN ESERTTHR
&1 0%, 1996 FICATy T4 L4Y, HESBIHT IEHBEORNELLE/NSEDIZ L
L, HEHRICEY, BRRE—FEDEAIUIT, EESIZHTI2HAORSHNE L TN
ICHRETHCEEBEL T, S, THNEZSERHRS (PSUR)Y O RIR. ERESY
*ERL-BETIFHOLLSHERICLHTOLATE Y., RAORFMNI>REUEHEFTEER
ﬁm?%tmt?ﬁﬁ%ﬁﬁﬁ*ma)tiiﬁﬁimzimE%ﬁTé:aEEHtptuta
EHA PS4 3, REGHEEL, BIERUVEEERXTT6HIZ 2003 FI2giTshi-,

Fhilfg, EELSLLHEM (pharmacovigilance) £E U BEILEEL. BANBICER
HT2EEEHLRSMCEICEIT5 PSUR ORBOBEFENEROBE LG oz COETHE
(&Y. CORFOEREEELHA FIAVELUYERGIOETILHIZ. ChEHRTTLE
DEEEFRET I LOARBITOEMRBZ N OHIOEAMNBALAEHE 2T,

¢ EXRARSRBERCBTIEHRUMNEOEL ER, P, BHUBCHT SEE
PiReHERE (ICSR) OEFHIRE. BEEIA=TF—2I4 V5B, RUAS
a4y b JRIEMICHTHBELOEEY '

s EEEAOXEMEEShRU R EBHEOS LG HEH

5

T B (efficacy) RUCHAM (effectiveness) MAIBIFRERShTLVEL S, BikIck - TRAEZER
25 EAMD L. 26 HBBOZ L,



EHHIAART 4w b - YR IFFBESES (PBRER)

. EELFHO YRS WEOEERLTEL. EESOART v FEEESHTRSAE
T BBENSEROEEY

 EEREEMUERICEET S40 ICH A FS51 v EORBOEN

kD& SI1Z, PSURDELSEMNIE, BRRZEERORLEICET I2ERERI LIC
Hofo EERDURAVEMIERFT 4 v FEBEBESHTERLBEICRLVABRRTHLLOE
BOTCRESh-COHRSEI. HITVRAIHEBEOERGEENH>ERIZ, PSURKY D
ARET4 Y bELYBRLTNS. TOLSHIBE. A2 T4 v b - URODOEERNNOREY
HEEARESLES, LEA->T, 88T TRHANRA 7 v b - URSFHERS

(PBRER) | &&hf-. PBRER TiZ, HiHROWHIZEET5—FT. EERCHT I RIEN
BHRICOVWTHIEBICEER LTS,

A3 7 4 v FOEXGFFEG. PBREROFLOLWHHO 1 0THS, LirL. REMMICHT
AREMRNEAFR T4 - VRITAT 7/ WMEBGEELALGZNRY., B8, RxT7sv b
MBI TOEREERTTATHL BRI TS, TOMOH, PBRER DRFEDHR (fl: &R
EHRRUEIECET 27— 2 O l. T2 T FIVOEBRFIALT v b - YR IHE
i) TIRESHLHFMER. EEROBRANL LJEHRATEELR YA/ D, HRATEELGAR
T4V FOTETFURICHIES B DBENSH D,

PBRER A &4 ATHEE. REHICMATARI 4 v FZ2ELEICHmARShi=-H. B
LAV SEFERL COFELERENKT IHELNDH S, —RIZ, BRRZENESE
(MAH) ARTO L5351 20OEEIRBREER O LITERENTH S,

« RETAwb J2AOBBEIZH{TE2FRTONSA—48 (FThhb, XxT7sv b, B
AR, RBEEREURSHEE) 250

o FRTOICHMRICHEBETEHS
o FTRATOERICHELTWS (R #REXER. 1 W EOATERESATHWIEESR)

Li=MoT., B HA FS54 v TlEX. PEBRER IZEAWL B ETGHSBRIEHRZET MAH ALER
T HRICRE L. LY BRRNGRBIREERET 5. #EO ICH E2C OR2EERFEH
(. EDERSHEE [CCSI] ) OHEIC, HRORDBEEOREEMALSLEVS3ELDOT
H5, COURKSEFEL, EEFZT—2—+ (CCDS) *XiI&E MAH AMRTT ST DO
ETHIBENRED Q4TEEZER) .

PBRER @ 17.1 HIZEH = h S BEEMARBOBELAME. - FRAEHEERE. MAH AR
A ERERICEFEEC. XFT7s v FEROERE (RE TEHE] ) &45,

B AB~OBREDRHEEL. SEXLBEORMNBEICE YREShD EhD, Bk
BRICEUBRED - EABD. RAA F54 Uiolt, B CHE~ A EETiThi S PBRER O
% EEY DT KM RERRT 5,

ICHE2C (R1) HA FS4 L HITOERD 1 DIz, FERFIEEXEOERICET H/E%
ODEHABLTLICEYDRMEEDH S ELITRE LN H Tz, SOEH, BHA FS4 UI0d,
PBRER. DSUR (ICHEZ2F) RU'Y R EHHEOREEHERHER (ICHE2E) OXGTHIELE
RA—OREBEELGLES5EREATING, (141 TPBRER & FDM®D ICH K4 FS4 DB
¥ *BBOCL, )

12 B B

PBRER X2 BHE. HROLENLART s v b - VX277 71 IILEHTE = ATHEIZT
30, EEGOY A RURBEGIZHT AR rv MCEAT2H LIMEERXZBAL MK
YooHHHBOBLEN. BRNOEELHMETT CLITH D, PBRERICK. LITORME
H|icRKTE, BTV MAHAAF LEEESICET 2FHOBBOFEENRESH LA TR
h[it&“%ﬁt\n



EHRARLTZ 2 v b« YAV HERSE (PBRER)

« ERROAR T4y b YR TAT7 A NICERERIZT RSN HS0ET 254
REHFHROEN

« BEMBICBVTAFLEEZLGHLVAME ARIEOHRBROEN

o HEMMICHELT MAHAAFLI-EES. EESOART sy b - YROTFOT740
(ZBT 2 BEOHNRIC—HLTOHEHAEIrOBKE

s BELHHFLOVRESMEESAHSMCEYOOHSBEICE, RIEED Lﬁ?é%“%f
2714y b )RAYEMORE

BB EIZE. PBRER{ZAXR T4 v b - VR TOAT77 A NOBHEILEEHE L-IEBD
REEZSHS,

R20OREMWRIT. BUGHRICEYEBET H. PBRER NEXGH-TREMHRBOE—
BERETHFRC, ﬁ#&fﬁ&w% SRR EBRHTAFRELTELNTIIRLALY,

1.3 PBRERA'W#R &4 HiEH

PBRER AEICEREZ U THOIE. EREEDR* (IBD, HRAOLWThHArOECERAOKRFTEE
EREBLER) L, IFSRERELER (DIBD. WFhOBE G ABERBOEENELIZ
Badhi=0) UBEICHATEANEE, S/ ONEEET I H RS g U T 55
Pt BRANESROPCHET 2 L THAL AT BV TREESAETATOEET S
Hi-LGR2URUENE FHtNEIZ. PBRER DEBEYLETERSh S,

EHA FS4OEMICE T, FIATREDERFE T, EERRETAICESETh 55K
(ZEHLT. MAHASEBEIZ7 72X TS5 EMNTTHEND, Z2BEXEART7ov - YRS FA
Z7 A NDOEMICEET 2O L THS (RfHEH E TPBRER {ERBICHERT 21 ERED
Fl 2R , AL EREERITEAL TR, MAH XEREEXSRESH THIERELE
LTHONDERADGEVTEEEARH Y., -, MAH AMEEE CLUEERRERCBL TiiaE
ShEREOQDH LHMAFTCELLTRENAH S, Chizxd LT, MAH AMEEE THIBERSER
CEALTE. MAHIZEROARZrv - VAL OFBEZEH8ELTEEZLOTF—4 AT
FTHIENARETHAS. MAHAFET SBES. PBRER D{ERICBLSERFEO—EF %
PBRER MR &M E LTRETEHIENTES,

PBRER (. BRI 5% LIVMERICSIZ2HESTET2—AT. Ecsh-HRLE8T 5,
Thbt, 2EHLRLHTREVESHERR 7 sy b - YAYERTIIRET H1EHEEE
TEHENRDHS, EXROBEERBARTRTRZELHET I EAZ VD, FRBOER P
SERAICET2HREOHRENIRERBROBET 5158+ PBRER ICRET 5. Rk, EX
MORSHICEHTIHRIE., BEAERLEET SWBOEMICHET LI EMH L6, HET
I OBEGHSIZE. FOLIGHMBLYRSFE@ICRBREES.

1.4 PBRER & FDHDICHHA FSA4 DM

B, —80 ICH&NELE&thE ., SERVHhEOREEGERK-3 L2 BME LT
EEICLEOEMRE ., RBEOHLIMBRICEET I LERBHTIND, 2FY., BRBOE
ELOREHICHTIEHRED-OD PSUR (ICHE2C HA4 FS 1> (R1) ) . EgFRBi#D
DEXDOLZSHEICAT 2 EHEE DSUR (ICHE2F HA FS 4 V) HitkicREBBREOR S TR
HIBICHEE HA KT 4 v ORSHEBRHEROEZER UV /R IEELRTLHBERTBOHER
HEEZETSHPSURDIEHETHD, choOXRICEREIHRABHN. BUIBEHEENH Y.
B-ORHUAEAORGELIMMANIEEZEE TS H50. EXEBIBEHTREELTNS
PBERHD, Thhs, BRTCHRITIREMNXEBTCHLIZ LA NEATHS. LML, DSUR,

! FXEOBMOH. HE M) RU T@BaThiz) liﬁﬂiﬁﬁiﬁﬁ@“fﬁi‘ﬁb M T&R2 RU
TRBEF#H] IRFERBERTLOLET B,

3 FHAESA 0, BEEROAFT 70y b - VAVHBICENWTERTAZNEOEEZHBY 5L 0T
fZLv. PBRER #BHT REEBRUBB TEAShSIERRUVENEBEOZ L.



EHHART v b - YRV FEESHE (PBRER)

PSUR RUR2HBRHEEOMTORNBOER R IT—HICL 2T, MAH 2k S53CEERLIZIE
ShEME L5 EEENRH S,

EDa—-ILER

EHAESAUTiE. B2OBE A EEOBEIHETIH]IZF TES 21— 2FEHATEC
ElzkY, Ra2AKUBCRGIEMICERICHET L LEBEERLTWS, $ibhs.
PBRERIZEC 2 —IARXEEAL LT, W OADEOHRBTINFOMOTEOEL LTERT
EFRE5LFETHERETATVS, FIAIE. ICHEFIZREEhTWAESIZ, HIEELOD
DSUR @ DIBD # X EH S PBRER @ IBD &—HEHEHBE. T—2AvIHRA2 b
(DLP) AR—Thiid, +ibst, SRERNIBD RS 1 FEMERFELETHLEE. DSUR
D% {DEDAEE PBRERIZEHNS - EATRETH S,

W IHEIZ DSUR (ICH E2F) RIZVJ RV BEHEBEORZREMHREHTEIR (ICHE2E) @lLvih
#t%ﬁ?%:tﬁ?%éPmER®E§$ﬁ4F54>®%ﬁ§ﬂDtﬁLta

ELa—)ARE LT PBRER, DSUR RUREHRHEFEHECOH CHRET ZHEEHWNWSZ LI
EUTOEILZEL ORENHS,

HYORNBEETENTOEY 2—ILOFROEXIEL

PBRER. DSUR RUZRLtHRFABEROBMO—Rit0Mm £

EEOFELEROOE

MAH [2& 2 ChoOXEOERICEIT2DERONE

HZIE, PBRER DFR T IHMARTIPSOHMHORLHLBICRT I HHEICIEH
TEHIHRENRHHEBEESICIE. BEOER (EV1—)0) ORELEEEZRET S, cOLSXE
B PWERE&&?%&IEﬁ?é%;ﬁ&émﬁﬁLuﬁﬁxmﬁbu#M%ﬁt
ﬁvl—wwﬁrhéu

BHERTIXICHE2C (R2) H4 FSq4 AR ETHEHATHGULMN, S XEMNMICHET
BABICODVWTHRFINTWAED 2—NVERKX, H3k. BELE~ORBICAVWSEFEY 21—
IORFREBRBMICRI T LEZHFLTLS,

2. — Al
21 18RSI 1 >0 PBRER

PBRER [%. BE—® DLP 2B 115 T ATOEZEL. ARRUEDRSICHT 2FE5EL DAY
[CEET A8 ERE#H T 5., KRk ->TiE. PBREROEERIZHINT, ZEShi-EER. #F
A, BELTA VAIRITHRERAN B MNEHEEA) ST—2&RTEMFENEEZ LR
5, E{HORBBHICH L CLARSREVEMBESHO 2 BROHAE LT 1 BEOEMR
SAEREINALLE EOMNNTIBETIE. PBRER ZBRICIBHT A LETEEZ OND,
ChoiFEE, BRUBICHTHEL, REEELICE., TOBYE. REMATHLIZ LN
SELLY,

22 E&ATHSHMED PBRER

BERICERFEEh S C &L HEFUMRTOEASHEDRE. EEAICHET ST, KR
LT, B#® PBRER & L THRET 5. RUIEHRSDD 55 1 DD PBRER ITEEHIOE
BELTEHTRRT ST &Tﬁff%éaﬁﬁTéPmERE BRELTRTCENERLE
Abhb.



SEHRART ¢ v b YA EEHERS (PBRER)

23 FEROLESNERT/XIZHRET LM
£ MAH (. B#&&0O PBRERREICH LTREER D,

ENZHRER B ST —0ORR) EH5T HSBEICIE. PBRERD
FERRUBRMLRICNT HREICEL T, RYBEhEhOBEEZTREICED D,

N— b F—RENDAFTEIT2HFRENE, RRT1 Y PRV RBERRT a9 b YRS
AMCEELGRBZERL. BECRORSAWHREERFZTRECE, ChbOTF—452%
PBRER [CEE# L. FET 5.

24 SR

PBRER @ H#IZ., RATHMICSVLWTAFLIERNRREOAR 7y FRUVRSTATF
AT IBEOHMRL—HLTWEHENEFEL. RRBRIFRICEEEZMA S EHE
NERTCEIZHD, 320 ICH L THATMELZE—OSBWEEAHIZLITLY., A%
Za4w b - ) RIEHELE YRR, REMAOD—RLEBOAEESTH, PBRERBFTRTD
ECiig TR ANTRGHE—DBELLELTHA S,

PBRER (AW H S BERIE ThRMNERSEEHR RU 1RDEG) OBEXREED.
PBRER QD EICH T HRBEBGZEDAR T4 v FPRUART 4w b - YRS A E{RE
T 318, H5REROXECTICHENECEMNbE TCOTATORBEEETHRT S, =
o OERIE NG, ICH S ME SN LN OESHSEIZE YT DTEEAEL, Ll
HigEEOEBMOEREELEH L TWAEICEH PBRER #2BHL &5 35BS, Cho0ERE
BEICET 51881, MAHBH BV THS EHURLAZT, HRSEBIRBICENT AR
g L OFEAEHETAMOVWTIAOTRET 5. “A 71 v MHEOXHEL, PBRER®
171 BIEHSh S AEHMRBREROEELHNE - FREREET 5,

PBRER [l 528 4 884 M R S RISH £ RN 268, MAH L TORRBEERHNT S &

. SEDHTF—8— b

ICHE2C (R1) DIEEFIE=4EL . MAH A3kE D CCDS £ERT 5 C & I2—BBIZIThh T
L%, CCDS (%, R2tt. ZEEN. Ak - HE, EETOMEERICHRIWERICETIHEEZS
3. CCDS IZ&Eh 3 hikp RS tE#IL. CCS| &Fifh3, PBRER DY R4 (=RF 518
BUART v FAEBEENZEHERBBEOHHIZONT, BAEPRXROBSETHEDTRTO
CCDS 2B ERIBHRE L THAWVWAZ EAMAHICE > THRENLRRETH 5.

EX QD CCDS [THEEEG AT 21BN EENL MBS, MAH (X PBRER (23511 2R EE
HEOHOSRERE LTANV-XEEZHET S,

. WSSEIREICET D ORRE

F Rz CCDS XUF CCSIAFELENES. FIRIE. 1 I EBL X 1 BBOATREINT
NWAESRIRERBIATHIBEFERPEELOES. MAHIZ, AL TW3EEBIREEH
8295, COLSTERICIE, REOFFXE (USPD . BHNORRIFEE (SmPC) XTBFED
FATELGEOFEXIMBEOMMERSVE R LTEEND. A+ 7+ v FREOZEERD,
PBRER ® 171 BICEH S h 2 AEMMABBOEELANE. FHEERET 5.

REBGIZT A2 BEEEHN RS LIRLEINETHSES. PBRER ) DLP R CORFIE
DOUEBRIERET RTER 1 ICHERT 5.

MAH (&, BZERMPICH L VRSEIEBREAF L 2 L 236, URSRBEER(ERSIOH
TABENENMTRGHICIHEYT 5. FHEPHDICT oMU RSRITERIL RS| OBETHRTIE.
PBRER @ 41 T&eHEBISHROLTH) cHHT S, AXIE. UTOEAEEThS,



EHHARRT v b - Y7 FEE#ES (PBRER)

* RSIDEE. BEE/FBOROER

+ BMERXGHEEEROERN

 BERESCATHEELH L VEROEN

« R LOBEXRAEMMEORMNERB LT HREBESORYH LT FOMEOHR

DLP # T #% 4 4% PBRER ORHBIICiThh iz RSIOEELGEHICOLWTIL, ARETHLIE
PBRER® 1418 IF—42 0y I RA v MRIZTAF LK) 88T 5.

ZET HMHORFEGCHES L TINSHE. MAH IS0 RAERIC, SR (L
DERBHEHELBRE~ORENLEE, #RPOEEXEIFPETHSERICHT HERL BT D,

2.5 PBRER WITE T2 HHIE

PBRER DR EDRBEICE T AHMEL. ERROEMIIBARIZGYOOHELERELGASR
74 v FRIZVRVIZEFT S, COBAAIT. ReRT—2. AWE-FRALT—4, T2
SOFNERUERRT 4w b YR OFHEARTTHN S PBRER ORIZHBTIXES, LIA-T,
S0 & 573 PBRER DER TR SN HIBMOHEEL. H2D PBRERETRES,

BIZIE, EEGHLORLEEEFEET B8, MRARR T+ v b - YR DHERET
H=HICE. FOLSTHBRORETRECMR, BET I AR T v v FOWNBOEESABET
Hd. RAIZ, FEPRICEOTERELH LV REHEEBNMILAEAFTELN - BEICIE,
R—RAT4 VHOART (v MEROBELENTTRTHY ., AR T4 v b - URIFHEIRE
& LT, BEROREMEOR2ET—42 OFHEN SMEEh 5,

26 APt ARKE

EXROBHOLD., BERBEUVUBEZECBIA3R%2 74y MzBET 3T EFVREHE
T5. TENE 8% oRE BB TH—ShTOEW O, FHA KS4 0Td, BEK
BBRRUVEHEZROEANLELALERIL. PBRERIZEHBAEARRT 1 v MzBT 215K
OHBERATHLI - EZBAEICT -0 TEUE R 0oRBEEZENS, higick->TIE,
AHEGEERERBIASOAR T s v MZET3IETURAEEL. IR EZETOE
BEEKT A, COREAAGZWHREHS,

27 RRT74v b DRAOEE

EEMBASRFERB SR, RBSh-HQNEBICELL TERT HBSCHEEROA
R4 MREQURVZLEDEVSERITEL-CLE2EKT 5, TREICEERITET S
FLUIMEBASBRLNEGZDITHL, RERT 4y FRBIZRE VRV ZLELSHAENZHNL, U
AOBAMEED (B HGWEROEE. AAE~OHWBREEXSZZOHOHEE) ZHL TSR
49k - YRIDONS U AERET HEENBENENERFT 5D, AXxT4v k- YR
il ERET SHELH D

2.8 WEFELE PBREROF—42AVIHRL T F

281 EREEBE:T—42OvSRAI2b

EEERICIT1 2O BDEZRANSCEET S, IBD EFHAOVLWThAIAOBTENES 28T
BAICBRAORBRENSHICEZ oM-BETHS, BEHN, BALTHE., LFXIEREE
(REZEE, REERAV/ XITHRER) (CHTHEBESOESCE. EEEED S LEBY
ICERFREFZIEBLA-EBEZ BD &AL, PBRER#EROBHCI-OHIZDLP #EHbHZ L ET 5.
DLP{¥. PBRERIZEEB SN ERET—EDH Y FA 2L LTEESh-ATH D, HED
IBD [Z¥JZEHAMEE /- DLP AT PBRER ZfRT 5 &Ik Y, 2HRDTATOHFN
EBABR—DMOBFOREUBUAR T v b« URAVEBEBET 5 EMNTRRICH S,



EHMART ¢ v b - VAT FHERE (PBRER)

1 DORESHI-* L3O PBRER £#/ER T 51848 (2.21HSE) . 4% PBRER @ DLP (X,
SENIEYRSOS5E0 1 20%H B IBD., XFEZRESHMNAEROVNTIANDOBRFTRY
DOREFRBERBLIATHS BDOWTIICE S ZELTETH D,

EELOEKARIFRFEREZRLEHRT 858, KBS MAHLAHET LHEE. DSUR &
PBRER OHAZREBZIZERTZ AL 512, B—@ DLP ZHL T DSUR OB HBBORMEE R
Z BDIZESK AT ERAMESEIENTED, COFEERLWAILICEY., PBRER &
D&REE@E&?%WL\hTT%#ﬁ@ﬁRH%?J—wEPWERtD&R@ﬁﬁL
B EMREEShD GEHEHDER) .

282 EMEEORY D PBRER Q&L

PBRER OZHOMEM S RMARBICHT IBREREOEEL. FREXEHISOREEH R
S5&&Hic. BE. REBOCHAARFIATVIHM. BEOARTsv - VRSTATF
ANIZBTSMR0EEL EDERICIKTFT 5. PBRER OHBXRURAR. 6 H AU LOKS
ERRETIEBRRECHATICLEZEEL TV, BEICHEYEERNRFESIA TS L,
EEXILHBIRORHE. MEEERL-RUSEORELERHLEMHDH. AAE, HLL.
MOFEARELTOT7ANERT EHMIMEREIEVRAI/EN AN EA-HA0EBE
2%, 1E£BAINRTOREERHLLM4HS, LML, gk -> Tikk YA%Y
PBRER REHZZIEHERH DL HH. BRELT, MAHIZE>TRUTORASNEZH
%,

o BULHMBASEARC6HATE, 1EZEXBLVEEEOREA Y2 —T
PBRER QiZEEROHLIABZZEMH D,

o EBEMAERAEZOEEDENXIEEARBSLE @ HFLOEREEERT /XX
FLWEERSEADEN ITHBEHEECEENBEREIAEZL3H5. COLFHRER
TI&. PBRER BHHEEMABREICR L oW TH-TH., BEMENEREZLD
—EhbhD,

o HHUBIZE > TEMHDPBRER NROHONZCERHSE (RHS KFSA2D 282118
*BR) . _

HENHRET IREHMORS ITHIDLT,

o & PBRER [FHMTHITINETHY. MAHAREAFLTWIFRORUVRIRNG
WEEEBRTLLDTHD.

o HELFI, BE. PBRERODLP 2EHB1-0HIZ, BDE#HANSL%#FHD. EEX
IHEOESEACh ERLEHEBE. MAH FUZERLBICERT S eMTED, 28
RIZHLCEMLA-E—0 BD RUDLP 2##EA7 5 2 &%, PBRERERKICHH S F%E
WEBRITL5ZTEETHY . PBREROFENDEM. T4bhs, RESHAHILBICE
HTELZ1HQIzODVWTOHRTE—OBREEZERT I LEZRELTNS,

o FH-ICERBEEh-HS0BE. RER. PECELBRIO 2 ERIChizY. 6 ARAZLD
|EHNE OB TERIN S, A

o FEHMICIEH Eh 3 PBRER OIgS. B&lL. s hAoHEHMoT—4 €y FRIZFD
EMORMT—2IE S HENH D,

e % PBRER OHAFELMEHLIBETRT 2L, EFHT IHEHAE LHOPT LA, HIED
PBRER {ERE AR I- 5 LUMESRAARE L TLVAENHIZ>WWTIX, SYLEES. BiE
PBRER TR LI-NEZ L Ea—L, ChEBARATLIENTEDS. LEL—%EE
L. AEAHECERICS > -REORETHINE, BRT—20OHMERTFTTIHEE
HTARERGEWEHMT A ENTES, H1EBEBO_L,

-MN%ﬁi&éﬁﬂéﬁlﬁLTSﬁH&UEﬁﬁ@ﬁﬁTPm&REWﬂLTué%A‘
6HAZLDPBRER # RO LMW UBICTH LT 12 W AMDT—4 &4 PBRER %12
HE R LABHOAIEERHD. H2Z28BOE, MAHIZ, COFEARZRITAR
SENBMCOWTEFRTHRELBEBET S,



EHMMART 1 v b« YR EEE#HE (PBRER)

E1: 4 GREAME,. A—0TF—42 0y RS FZ%T< PBRER O

gz, REMMT 2257,
IAT 0)%":"[:.[35 LT, BT 2L IBD/DIBD"N DT ATOT—2EEMT 3,

IBD TF—a20v oKL b
wgA | 1 [ [ I
% i

' | ! | - A—T®H3
1% C
i D "BREF - TOMOMEET PBRER 2 —ERICH L THEHMEERE
Hhig E §REF . T OMOME T PBRER IZ{ERE SR TLVELY

1 1 : 1 ]

BR (55 O 1 2 3

*MEIZH LT, BHORRT -2 RUREAMT—22BH T3
“EREABRCES(ERFERROZRMY T —T— LR UBERRI ST 2EAT -2 IZBD

2: 6 HAMMR UEMNE TO PBRER ORI

6 ) A 841 PBRER

KD PBRER

AB: 0 6 12 18 24

Hhig 1 Tik 6 H BB PBRER HE#R Th, A, B. CEUD® PBRER %24 2 (BHE T 2%
UEEEBITES>TLWARESEEE) .

Hhigi 2 TIXEHA D PBRERSBERETh, BRU D D PBRER T 5.

10



FHHUART ¢ v k- URYHEHE (PBRER)

28.21 EeEo ( (BRm{E] ) PBRER

BaE50) PBRER & IBEOBRSEHOHEN-HIBETHY . —BORFERITE-TER
EhBEAHDH. BEROBENERSh. BEICHIZY PBRER AEREh THRDESIZE,
MAH A2 CH L WBEZERTIHDEMNELLZ L H S,
283 F—4OwoMA > kLRI EOHM

PBRER OfiEMLADOHE L LT, DLP M5 PBRER BHETOHMIZETIZH S,

e 6HAMBXIZ12HAMOBAEMERNRET S PBRER: 70 EBHLIA
o 12HAMZEBASAENREE LTS PBRER : 30 EALA
o ESBR® PBRER : 90 BER (BBEOQERICEBLVTHICHEENGZWEE)

DLP @ Bftit. DLP AL BESEERETO 70 XIF 0 EBOHMBIO 0B TH . EBXIE
HSOHEHEGN LREREABSITE, MAH E, BEST 2RFUBEBHAY Y a—ILEH
HT o5, :

2.9 PBRER Qs+ HX%
291 #%

B, ERONFERUVANSEL Y, PBRER ORI BN L REOHBELTISRY .

FTRTOHOPBRERIZHILT. ELAICHE2C (R2) A FS 41 U HXEEAT L. BET S
TREAARFEREZIEE. Xid PBRER OIEAZY LAWESIZIX, E0EERBT 5,
PBRER DHEQHEIE. FIZIE, ICHHA FS54 20 E2E RU E2F ITEBEM TL O XEFD
ORFEERERENTEREFTHLNTES, MAHIE, ZOL 3 GRF=——XEMRIC
L. REOFERAEEBRET 2L Eb(c, EHEEZHRET H1-0. EDa1—LFAD PBRER
(Fhabs, SELTARNCRHLEZY., ZOROXEBEFESLEYTEZLEROEE) £5H
FTHLEMTELRENHD.

292 HR
#R#EZh 3 PBRERDER. EBOFELZELXLTFIZRY.
AR f
TTEY T4 T2 —
B '
1. #&
2. HREEEICH T IEFXKEORR
3, Relt OB CHEEMMNICRES BB OLT
4
5

il |

. REHBEEROEE
. EREREENLERAEE
51 HERBERICETEEERAEREN
52 THWREOEZEHRRUHAEMHMOEREEN
6. ¥V —-F—JNLOT—4
6.1 SHRiRE
62 BREFABRCES(EEFERERORBEITI—TFT—TNL

11



EHARTZ v b« YR 5EMEE (PBRER)

6.3 TER&OHRRIES ERRUVATHMOYYI—F—T1
7. BEPWHORKIBRNMN S OEELRROEN
7.1 BT LEZEBERER
72 P OBRKRR
7.3  RABHER
74 EEIOHEOBENER
75  HERSHEDLDAKECHET AH L HRENT—4
8. EMARRISOHR
0. {hDERERRER IFRRAL 5> DR
10. JEERERT—4
1. Xk
12. e R E
13. EBERREABRICH 1T S ALK
14 T—2Ov IR, 2 FRICAF LE1EER
15. LU FTNLOME - #ii8. FRES S LT TR
16. LT FALRU R T O
16,1 REEOBRSEHEOEH
16.2 LT FNLOEEE
163 Y RYRUEHLLMEEOFE
16.4 )2 ORIt
16.5 YRIBNMEEOERNE (ZETIHE)
17. RER T 4 v FOFHE
171 REXRMEBIARIZE 1T S EELE /B RS
17.2 HIE - EBRHICEAL THEICHER S hi-iER
173 RxTs v FOBESH
18. RBEICHT HAR/AEART 4 v b - YRI5
181 ARTJ4 v b - JAIOER-EXHNNERRUTOMOETELAEERE
182 ARTg v bk - )R 3HOFHE
19. SRR URE
20. {18%

3. PBRER ORI TAH A ¥R

FTATOEEZRBL., EESAFTELNESICK, 208ERRTS, FHA KS4 0D
T3.N] IB(ZPBRER @ N] HICHEATAEZABICHTSIHA IV RAZRFTLTLS., flAIE,
XHA FSA4 20361 HIZERET S SBIWER (k. PBRER®D 6.1 FIZHEL TLVS,

12



EHMAL T« v b )2V E (PBRER)

ik

PBRER OFAMICIE. UTOWRELERT S,

®ER

EXRd

IBD

REMM

MAH D&FRE UMERT .

PBRER I3 # 7 2 WHROBFEHICET LS

THEH T THIY—
COETE, BERCERT IBLEELBBLEWHRCENT S,
ISTEL T4 THT) =i, UTORBERENT 5.

wE
AR
EXEROERERF. ERSH. KEEG. AR, 588, fF

ERRERICE T S HEREENERENY ﬁﬁ%wﬁﬁﬂﬁ*oﬁﬁ*%ﬁ&d?ﬁﬁﬁ
BEY

EESMARBEIATNSEOHK
ﬁwmt&*74vb-uxaﬁmoiﬂ(%maubwzﬁt§6<)

R EOBHAICKYERL-BEXTREL-HE (F: ﬂm@ﬁﬁﬁ@i?&%ﬁs
TO#D )R 7 BMLERD)

it

B X

31 # K
PBRER @ 1 RICIZLT#EEH T 5.

IBD

SR R

EXROFRAMEF. E0SE. BE. R588. Al

RRE R U R REO MRS

# PBRER [Z&FN TLVEUMERO BRI STk R UStEA
BRUTSMECE, HIERKITH L THMO PBRER £RET HHEB

3.2 HAREIISFSRERRBORR

PBRER @ 2 HIC(%, BUIOXRZEO B, REEE, RERE - BRRURESK-ERUHE
B (BT 588) 0f., GRCBERAENERT 5.

13



EBHRART v b - VRIS (PBRER)

3.3 X LOBEATREARIMAICKE S W ERICOWT

PBRER @ 3 W T[&. REMREPIZ, BBREHEROEROVLTHMZEEL T, MAH, A
RiEEE. BelZB. T SEZL2 VU ERSNEBBERSNE RO LS TREMICE
THERGHBELNET S,

» BERZEEROARLT 4y - VRS TO77 A NI EELFEEZRIZLEEE
BU/RiE »
s BEOERFEFBOERER IEKAMAHESRICHI IEEEZRIFLLEE

HEFL TWABEICIIBEEOBA*EHEL. SEICEL TEMMGEEREEIENT 5,
BEOHEICEET S3BHBRHICONTE, AHICEHT S, Z2EL0oBRICLYRELEE
EREBOMICE, LTOLOMRSS,

R ICRIET HIEE -
¢ REEXFRLELOERICKSBERBORER

. f%ﬁi@ﬁﬁi@ﬁﬁﬁmkﬂ%ﬂmtbt,ﬁ&ﬁﬁwﬂﬁW%t<méﬁw¢ﬁ
RITFERE D DERRHE D ERPITL Y

+ BREXTERMBENYI—N
« ZEFHROBINEELEST. ABRAREREICODTOREDBOEK
* ROKSGYRy EEES -

O REMXFAMECHT LB LEH L LEEBREEHEROEE (B : B - AR
DEE. BHERR - RAZEOTE. BRET=4 Y LI OB, RBMEMOH
(Y

O MEFEHREBLELEOFHIR
O REHLOMBEICHEL-RERAXHOER
O AEE
O RYLRI X B ERLeEHREEEDEN
O BRSIBEMEX IERFERAOERTROET
O ReMOMEERET H/-H0% L O RBEHE
i RRFEICREE L -4 E .

» BRFERBOFEFOLRXLHED LK

o BEFERBOIGEH L XL

* MAHICkZEERHIBO I

s ROLS31VRYEEED :
O EXGTRBEHBEIZTOHROURIB/MEEDORA

O ERPAREACHEZEL. BRARHECEREZRETHEILOHIERERSE
EICEET SHEMROEE

O ERFMR~OERIHF

t

¢ TESEhE FRETOLSHEANSERD (B RERSERIIPHTHHEERSEREERT L. &
ZERBEICH T HBRIITMT 2HPNOBEEISOVNTITRBRETHET I, ALABCELVTHEOREL Y
A UIFRET ANEOMOREISHET D) .

14



EHHART 1 v - YRS FEERS (PBRER)

O ANEBAR L L LWTIRERBROES

3.4 REHPRINBOETR

PBRER @ 4 HTIE, BAEMRAOREMSHMRICH T LIEBRLGEELNET S, I,
=2, ¥4, IE. 2B (ADR) | BERE. HEERICET 2FE. #FPRITET LR
ERB-RUTELCHERFR (7 SAREERCE) NoOEELFRREAZSENRD, S
PBRER MBI HET Ch o OTEBIZEYT 2 BARNIEREREET S,

PBRER @ DLP Bf i CEEFMN DTEBREOH LV TLWELSEXREFTER 11085, BF
BROXEEBREITETHD.

3.5 MEMABENEERREE

PBRER® 5.1 BEUS2ETH, EXEREFERALE-AREBOEENIBARLFITEEZRT
335, PBRER® 5.1 AT, BRRERICH T2 RABEEAERANETY ., 52 BT, HiREIZ
BHIEMAURAENMOFREERERT. TRAERENE  BEREHEET HHICERLE:
EHAEZDODVWT, FORRLLHICHELHRICENET S, A—-HNIIHLTETATO
PBRERZHELT— K L1, GHBEROBHTEZEFERT 3. BEAZOEENEYICTHL B
&. TEEEAT B PBRER BT, EEUMRVEEROTEHOBUTERUHRETY,

351 HBEBRRI-BT3EMEFAEREY

PBRER @ 5.1 HIZ(X. EZHT HBEICIT. iﬁ;f'@u?mﬁﬁé‘aﬁ#é (U DNTIEE
THE# B. £1~3%28M) .

+ DIBD LABRITAEREE., 5K, RENBEFERL, #EDRURT LEERRER, o
DRBMBBREY., TVAKORES, ERAT—2ZAFTICLATARELC DS A
[ICDOWTIHBEEIhTIND,

o AFTELBS. BERRCE DS & YRECRBEEARBREHETY . AAE. B
E2EICEBOTER, 3. A/ RENHBLEYITIN—TLE,

s ButIBe. R BSSEYINSERICET IRBNTOEELAERERITERT
M, HBLE, AMzHREEELTE KU,

 WHOEA (B B BEE, FERESL JQOEREFT 28ENEEEY SAEETF
SRERTHEE) EHRCBEERSRAThbhE. HH0EHTLATLIESIZR, BE
S LCTHERAT—2 Z2RTY 5.

¢ ABRERIGHENBECREALSh - RBEOMCREMMICA = L ERAEET 515
. HAVIEESRRECHEAMCERATET BAICE, BB (RRE-H.
-B. XEE) 2EYRBRRERTCLABATH B,

- REHEBECETHBBEFERED. AFAOREICE > T, HICHERSEHROBE.
EEMNEREUTOT 7ML EOREMNEBENEEZ NS, EOLIUT—HIE, BE
ISHELCT, SBALEHITHIZRRLTEH L.

+ BEEBRICLIERERESR (SAE) 2YIV)—F—J & LTEBEERIRTT S5
BICEK. AFTREG S (E, ERERERLREHCHICRTT 5.

o BIEBCBEEEROBS. TORKBRICET 5 AOFMFEERRETRT 5.

3.5.2 TREORRECWENMOMEREESK
BEHROHERBREY AIEO PBRER® DLP L) . RUFRGSESIIESERSSEER
(IBD LB IZBLTERAThMREETT . PIZOLTIRK, FRTEH B, & 4~5 #8EI D,
FHERIEAIZIE. HEHEAER T 2OICERLEAEEEBICEEEREERERTT 5. #
EFEABEYUNAFFARELSSICE, ARTHNIFEREBERICET IABNIHTIEES,
FOHEEAKELLICRTT S, FRARFHCEAT 880G EROFICK. BEES-A. &

15



EHEAR T 1w b - )R 7 E{@E#HE (PBRER)

CBAERH D, TOEITHEBNAFETARTHESIZOA. ERKRFTOHEERE (BT E
SH{y) zERAT 5, ERABENERETALOHICHE 1 HREZALTI XL,

RTFOSBIHE->TT—2%2FFTT 5,

1. REE EBEIBREEEEL) oFER:
SRNVGHETEREESRERTT S,
Ehlc, BYTABEICE. RESETH . . £, BEN. RRSFIRZ ViR
T—2EBIZETT D,
BRATEHSTIRE. POFUEEOI—AY. BEERRUBRENMGETOMOERIICEK T
152 EMENERE LB,
REHES T FAERTHED S —VIEET SREITE. THGSIE. BETEYTIN—
THOEARERDO T8 £RFT S,
2. WHEMEIHT ZRBLOFERA
HRUREICH LRBRICERRNEA SN BAICE, REEASERRUEHERCEL
AFTELCHBERTT S, TOLSLWBRE LTI, YRWEBEAFTLIESITFHFI &
hi-ZRHE (registries) L EDENARBLNESTNE, BRTRHTTRAEHFEHAICEILUTO
LONRBD (L, AFICERSHAELY) , -
+ /MRS
o FinEXEH
o EEXITERE
s FEEEV  XIFEEEZETLES
o TOMEETLIEHEZETLEE
s BEREBICATA2NREBRGLIETEEEDEE
« BETLEEFERETTHIHITIN—-T
s BEAZAERU /" XIEEOCES

3. FOoERIEOFER

MAH A, ZEeMT—2ORRICH-VEET I EEZ CAIEEROBRELEICRfF LB
BTk, TOMRLBRAETRT., FOLSLERAEEOMIICE. ARES. EHEA. RA. &
VEHBSRERTHREILATVWAERALAOFER (§ : #EREEERT /XIIFEEOT
DF=BHIZHTADAEERINDS) BHd. CcOLSTRETMEFETHD, HBALTWLIEBE
IZid. MAH [Z. RS ERERCTHRS A TWIERUAOFERMNEEH 1 F5 1 . BESRE
DIEFURZE>TERMFEATNED, XIETFOMROBEREOEENLZNILIZEEE0M
EMEBRCAAL FT S, AFRGESICIZ. EENGERANREIRRT 5. HRSRIER
ICEEH T IABRUAOFERREXHTEST 516, MAHIX. PBRER D DLP HATHED MG
SRIEROBEULE (F : ZBEE, 22) 20D,

36 YTV—FT—TLOT—4

PBRER 0 6.1~6.3 IRIZ{Z. DIBD LIEEIC MAH IT8E& Sh T\ IEERBRE UTHREZOEERE
[CE3{ SAEOEBY V) —F—TILEERTFTT D, BEX{RET I -HICHRAGIESIZE,
MAH O¥IFIZE Y. T—2BEHEORRERT CLEZAMICERZERANLTE &L,

3.6.1 BRENE

PBRER 0 6.1 ETI:. BHEROS4FOT=0I=fMA L1=1— FEE (coding dictionary) DEEIS
DVWTRET 5.

16



ERMART v k- JRAIEEERS (PBRER)

362 HERRI-ESCERAEERORMYTU—T—T)

PBRER @) 6.2 T, DIBD 54 E® PBRER @ DLP £TIZ MAH DEBERBTHRE S
SAE DREH ) —T—TNEBELEFEHIC LT, FTOEREHBAT D, MAHET—
AORBABHNITHETE B TFEICLE->THRESATVWIEHTHYBRESRT—2HA
FETELHLY) , YTV —FT—TNF, ABRERRUEKMEHECTERASh-REXIRER (£
EHRB., TS5+ L. BEAKSE (SOC) JtIFi b, BEBRHEL2ZETCT—4
EHETIEIENTED, HHWNE. EHATRENGEEE. BRI, REBER . H5880
RITFOROSERIIZSAEDH T Y —F—TNERRLTH L, ZITIESAEITE IO
PEREEB LG,

FHA FS4 o0FHEHB. K6, BERBRICET( SAEQYR ) —F—INLOAZER
T LTOREERT H5&,

o —f3IC, BRERRARBRICE D SAE YT —FT—TNICE. EREER S HIKL-ERIZE
ALE-SEESREOALRE TS, YT V—FT—TLIZIZEERLEREIHIL.

« BEERA{EAAEOI— FIZICH ERERFGER (MedDRA) ZERT SBEIC
(k. YT U—FT—TNIZEXRELANLRV SOC 2RTT 5.

« HY—F—TNIZF. EREVERFEROBEERBRT—4 225, BERAERO SAE
. BTLERBEU, B4 588123, TeitodEd (B B8RS HroTEE
BrEhi-ErOEMANSRET IBENH S, RRIKEE /MAH (X, PBRER /KT
SEMTT—22ERERLTIEELEL,

v BERBICBI2HIBOAEERFZEBEFEBY IV —F—T LMo BRAT B LIETEE
THIN, TOLSLEBRNAEEAHIBEIHRERDTHET S, AZE, FREEICH
WTRANFHEA, BRROWAEE LSNDEILFFERICOVTIE. BULTIRER
UREMTF—ER—X~OAHHS RAER] & LTHBRERIEETEHLON, Zh
#HTY—F—TIUIoBNTEIENTES f: 2IEAFECTHAEERHEFMEEE T
$HDHSSMEDFREDABECEFARTRESKI-EL. AARBERRRICETEE
BOET) .

e —felc. ARBEFEIE2OENLIEROEMEE T ARIERATHS., REEOHM
OEENTTEERIES. B2 OEAORRREFEE L. KT —2oiICELTEEENE
Lo LEhtaoT, =) —F—TNiciF. RB¥E. RESBERV S ERIZHT T
TOSAE £ #T 5, FBRCLOFEERTIAERALIBEELH5.

3.6.3 TEREORERICEI RREAUVEEREMOYTY—F—TN

PBRER ) 6.3 IR I, BD#b%@@PWER@MPifwﬁﬁ&Uﬂﬁﬂﬁ¢®ﬂﬁﬁ®
HY3)—F—TN BRI IEHFEHIZONT., FOEREHEAT S, ICHE2D AA K54 T
FAShTWAL S, TREWH-EEZOBRS. BEMNICHSShI-FEERITER. LU
EHMEEFRRBEERE>TWA I LEBKELTE Y., AWBRSOBNTEHRERAERG S
hdRETHB. $2)—F—TINICRLUTZEHEE8T S,

. ER{EE, HEE. HEUERURAFLENLOREEECERM ICSRICHAXT HE
BERUFERCTRIFR

o ENABRBHSOERLEMER
« FEROLTBEICHET SERTENEA

Y1) —F—TIVIZIE, ﬁﬁﬂﬁT—ﬁéiﬁT—ﬁiﬁﬂfﬁTb(ﬁﬁﬁﬂB ﬁ?%*
B) . SOCIC&»TRET S,

HAGRESARTBSER OV T, REEGL. B588AREZTOMOEEIIZEWER
OBMMHERERTT 5. CCiTiF. BRESAELT—RCE S SHOERETH LT,

17



EHMRART v b - YR IEM#BE (PBRER)

3.7 WMENMEOBRKERTRED Sh-EXGREEMBOEN

PBRER O COHETIE, HEOREHMDIZ, MAH K EE THIBEEEN 5B O NT-FEE
MICEENOF L LA  FALRUREHLOMRZHRISENT 5. BERBREZINRE
LT ERLMELTFHIIE, PBRER D 15IHICRTRT . RAEMHMDICHENEELELTFIL
(BEBEENLTFNICHBEShEOMRIEEENY R 7 E L EEEShEY R OLTH
MNopEEh-0r£MH7) OHME. PBRER® 162 HIZRT . EMOBENY XY XL
EIhizYZRVICEAETZHBROWENFON. FhoMFIBRESLA-VF7FIL TR
HHIh-ES, 63EBICBLTHEHEL. 164HBIZHLTEEIHETS . MAH AYRESE TH
LSRR BN 5 ORIZ. PBRER (O#Ed 3IFI-®T D,

ARAEZ4 v b URVFRBICEHEET LIRS, RBEICOS 5BHNTHENVEEDRBICEATS
BESBENM/BONLEIMEORMIZOVTOERT. CORICEHNT S, EELEER(IES
*RHONTEBSOREXIFHEZANET IR VT, BERBNSBLh-EURO R
B89 S1¥#lE. PBRER D 13 |ITERT B,

ATHEMDORE Y S AIC(X. MARVERR FH/DRARA) . REBEGH., R - BEA.
RIS E L TF—2 2 KTT 5,

RERNYF—FORE. BEOUELJTERE. REEXRORSETO I 7ML OERE
EZBMET H. MAHFMRIFRTHEITREONABRERRICOVLT. AEBEPIZRT LI
XEHFEPTHLLOO—REEHFMNEHICHERT 5. RITBEEBROLUTOREEERT 5.

- BBID A SBREEHERESXLEO®MOEII—F)

« BRORE (BuJH5BE. BAROBMEDORBER)

- BROBE (W 5O XLIEEBERER. O4t— MK, EFXE

« BBARER (BE. RUDMEBECRHERERELLSOLOMORET 2ERICKT
SEREED)

« FBEMRA (MAHDEEICLD) RUKTFER

« HEBORE .
» #ED EBEREBARIBIhTNSD)
s BT BEEBRNSETLTWVS

3.7.1 8T LEERRE '

PBRER @ 7.1 T TI&, BEHMPICHT LEEBERSBRN MBS -EBEREMICEEMNDOHL
WESREREUVRSHOHNEE#MREICENT 5, COEBIIMRBRLTE L., ¥/ T 28R°%
FRALTRRLTLHEL, TTICHLAIZE 2 THWARSE LOBEZEFIFAEROCAIZR
W AOWNE., SHICHLREE LT FILETRBT IIETFVALREH TS,

3.72 WP OHERR

MAH A%, #SRORKEBRCTE CEBENICERCEREN RS (B TSN
CREERARABREOEREROBRAYBMEE) . CJICTOBBEEERICENTS. §
TIZRALSHMCE > TV ESREEOE L XA T 2ERCCHIZRRT H1ER. SoicH-uke
HOLITFLETRETHIET VA ERERT S,

373 RAEHER

BT HEE. O CISTARE. HIENTAREORERRICEM L - HBE O RMIERM
[CHXY HWBERTT S,

S 57 FLROFIE ICH E3 R CIOMS VIl ICR&BIh T3,

18



EWHART s v b - YRS MRS (PBRER)

3.7.4 EXROMLOERNER | .
PBRER @ COIAIZIE., MAH A L= EOEREHERICIE-T ICHE2D A FSA VT
HENBOHOATVWAMO TS S L (B HARMNATOT S5 L (Expanded Access Program) .
Ay ak—ba1—RFO5 5L (Compassionate Use Program) . BEDBE~DER.

H#i—®% IND (Single- Patient Investigational New Drug Applications) . SAERIEH EF) B
(Treatment IND) RUFOEDOMEBNLT—42 %) (CHXT S, BERENICEELSRSEEE
=EWT 5,

3.7.5 WHMSHHOHIAREICHET SHLREET—45

FEXITHIEORFEHRC &L YHICENOFEHA LR Y . HEERS A B 5 amkIcmET
BT—A%FTTHEHIZ, LTORRBEZAND I EMNTE S,

« PBREROXRTHIHERN, BEFD 1 RAXFBSHRFHAREL L TERE I X
AREF THLHBECE. EERGRAREOFERICLYELALEEGRERMREC
DRTENT D

* PBRER OXEKMNEERITHLIBAIE. ﬁ&wﬁﬁhﬁﬁ?’éiﬁﬁﬁiﬂﬁﬁ’&_ﬂ)lﬁ’c
E*’Jj—éﬂ

RAAGRRECERNOEMRICOVTE., SEREARIGRAKEZOE2 DRI XITEHIC
B89 % PBRER DT ThOBRL T ZHIHAANSLLARTH S

3.8 ENABBRNMSOHR

SOETIE. AEHMBIZAFELR, MAHARARUY—TCHIHIENARER (4 : SERmERR
B, WEME. SHRHE (registries) UMY —~4 5>X705 5L (active surveillance
programmes) ) MSEASMCHESF-REMBBIART v bEL (XY RV FBICEEN
[CRETIWREEHNT S, HEOBRICERYT IHEICE. ChiCEEREFAREHRE (drug
utilization studies) & O BEIKHE ST .

REMNT— FOBE. BESOHELIEEL, EERORETOI7ALOBEXIEY
25 EHROFREHMEEELTENET D, MAH AR R H—CHEHREOENATRIZOL
T, ARSI TLEXEREFT THI22 00— BERZFAEHICEET I (FRICSHH
{|IZOWNTIE, BAAS K54 O 3.7HESRE) | '

ZMBOBHEGICTHESA T BSE. ERBRETHRRLFBICHT S, ATHMThIzsE
B L-BiR4E Y PBRER Oihig T & OFEMHERICED S,

3.9 {hOEKEEREUCIREN S DM

391 E0OHOEMERR

CoYTEI L a TR, ABRUADBENEENICE > T MAH RAFARER., MESILERR
RBROGEBAXEA 2T S ADOER. XEMRESRET T2 ERCEMNE b%BE
THIRREBRN S NREMWREENT S

3.92 BIEAR

COY TS 3 VTR, BEERONRE—VRUVECYBIRFEERICHET SME:EERE.
HEGEREZFEDLUMESZSOVENT S, B YSIRERR LT, BRERBRICOHEMNDERE
HOHLHIERAIBEINLETHY. EFEHNBASELTLEIHENZMDAL, J0& 5 1R
k., 2N T—2OBRROCEXROSEFNLEAR T v b - URSEHBICEEETZ2Z 8BS,
BIBIAI. Eim&ﬁ%?éﬁ&@Em&ﬁhﬁhf%%iT%TﬁﬁﬁﬁU~%%‘ﬁﬁﬁ
REEREEESABS T LTRSS HS.

MAH if., CO&L534EHEZBRERE X T A, EFERER. HEEH OO, BFEME
OWE. BEXRIOITSLRETOMOABARGEEREELCRLI LN H .

19



EBHIRHAR T 1 v b - YRS EEMA#HE (PBRER)

LWVESERREV REBEOERIEHLL T, BESNEIITFAXEI R IZO1T
PBRER OFET HIRTHRR - FHBEETS .

3.10 JERRERT—4

COETIE, ATIRIPICRFEDHNET L-FEEED in vivo B in vitro BB (I : RAEN
HER, SRR, AESEMRER) CHETITESREUNREENTS. BenReHoEs
EBCHET AL IICTHAS v EhEEBIASORET. FORKEICHIDH LT, PBRERIZE
#95, PBRER ® 10 BIZIRFShI-FrROBIRIZOLTIL, PBRER OBET HFHEDIETE
273,

3.11 Xt

COHETIE, BEEHMPIC MAH ALY B, EFPRICk-TEFSh-HEXRIcHRIHh
. HAINEXRERORBEL LTAFLBREEERICHT IHLVERGRSHRREEY
4%, PBRER OXEBREIL. FEROREREMOXEBRRELY HEBchHzY., #BEROR
ST MALERETIHREARLET S, BETIFEAICE. B—7SROBHRSI<ET
HEBERSTT 5.

312 o EiE

FEXLHFORFEM4IC K VHBIZHROESHAELVEY . MAH IZ, 1 DOFSRSI=HLT
120 PBRER K7 %, LHL. MAH A 1 DOFEMRS I3 L THEO PBRER #{E/iT %
BE (B REDEDEXIREENRLETIHES) THHT. HOBMHRENSOEETHR
A& PBRER QitDETIRFT I TUVVELMES X, ChEXFZEHT S,

MAH (X, RPIZEIEZAFARDES. BEMRBICE VL THOERE (5 - aBEKEE,
MAH, EOR#/— b—) M oRHSWEERBECE T EXLGHREFRRICENT 2.

3.13 KEEREBRRICHS T 5HEMEOXRM

BERGRBCEMNERNTREOABIIFHEANE T IMRTE. AWMEORNIIZHhD
BIFOBHIE SRR L-ADHORMERRES SBESBRT—2 (5 . SEEBREERICHT
A#FHLORIVMRECKREKER T, LIEOHFERNBEICH 7)) &, BENREHICHT
BERRIRVETRTHARMNEALALIDT, TOT—2E2FRTENT .

314 T4 Ry O RS 2 FEIZAFEL-H

DLP #0 PBREREFHICAFL-EELREHR VAN FHEODHNR LAY BSHEE
FECEHT I, BENICEELGHLOER, EEQENT—4. BEICESERIFTEEMR
FTUIZTMAH, T—2E=4 ) VI RBSRURGILABRAT LOBBTRE L -{EENCh
[TEFhS. HLWMMERERICOWTIE., BEEGARERN (Fihbb, BEELEROVDE
f) BELLFEBLGTEHM I TFLTHL EHHESh-1BE. XL PBRER IZERITIRTRENATLY
HESHOBEEROHMICHT IEMNRBETHIIHS (B BH~OEEERIZBEET S
EHFHMLNTWAEERICETABEARRHAMICEY Wit Sh, N DOEHOLUER
H|E) *#hrE, TBLOL.

PBRER @ DLP # TH A BB ER W - NAEBWROEELEEL AR THNILAE
[ZEHB, TOLSHBERLLTIE, Hi-LER, BL EELEXRNEE. XIEIFH-LEER
NEEhRD,

FRICERENDT—21E, VAV RUHEHRBOFMEOBRICEER SN IRETHD (&
HAFS4 D316 3BEER) .

20 -



EHRART v b - URYEERSE (PBRER)

345 L FNOBE : FR. FERsh LN EEE

PBRER AT FILRUY AV IZHT 3R EERFRT SBEDOHE, EHA FS1 OFT

BHHFITRShTILNS, PBRER®D 15 IBOBMIE. AEMEGICTHENEE L (Thbb.
SEATET L) e Friicimz, BENEE TS CEEAfThhTWa#KERD S
FILHZET B LARNWGBERRBRT S ECH 5. PBRER OBRIZHENTIX, L FFILIE.
BHIOAS ) —= I RTHARELT 2BREEZE T, MAH I2X2:BMMGEEOERENRESH

F-EECREET . BTG, BETIREZET L. HEOE/EROEHED
#IzB3 3 RS (disproportionate reporting) DRI ELRCERTRLEVWAICERT S,
LEFLBERM (B EESBRHRSMEMARE. ERERRH XEEM (B TE®Xa7
(disproportionality score) ., BEFRFBRIIIEEHREOER) THDH. Y 7HLIEHMARBMI G

DREFOMBIZHT AWBROERCBEL VSR TELLCENDH S,

ChoDLTFILOTOEOSERUVFHEOHRICET SREITE. PWER®1&ﬁLhTé
ha. BETEL T—4% OEZHHEFEUCEENERSLDETHD.

- ElE, MAH AREHRPICH-ICNY BT FILTHS, £i=. PBRER®D
REMMDIZAFETREEE>T=, BEICFEESAEELZVITFVNCET IBRENICEELSHL
MBS (Thbb, BEIZEESKEVTFIUREHZOE-OOEMMEERZET HEBHSHh -
=R OFELZQE 2HAVTINERDS, il FFNIE. PBRER® DLP S TO
SHFLFHEOREIZL Y, #ﬁﬁﬁzuﬁﬁﬁﬁ¢nﬁﬁéné FELTIE, BTFTOLSL
- ENAEERD,

« Bmnic u?ﬁlﬁfﬁﬁﬁLJ&*OEEéhf:vﬁ‘i‘)bl-ﬁﬂ?‘é%‘?f_&ﬁﬁ'ﬁ I F I OEHER
ITEH+0

o BREIhEYVRVICETIHA-LEERT. VRAIOBREICHAL TEENICEELBNET
TED f —BENEFERELEIEESRE-VRITHIESIZ, FF2hEOLVE
ELREBERTH-OHROAE, XTFhRBEMENMEEShEZURITHIBEIC.
MIHBRECET 2 EBYICRR S h, TROLTVERRSOAF)

s BFESKEVRZIZETIH-LHET, TOUYRIOIYBLEER BIZE, D4
TIN—TIZENT) FHICHBELEZIO

o BERY ST AF-TIRBRT. AREENY be‘ﬁ%éhf—iﬁ‘“lhli -
ELEOIE. F-UEEE LA ERBEG CRAOHR. RTEFOHRO YR T BIMEER
ZETHL0

ZOEXRGFTEHICIE,. PBRER @ DLP b= TaHli At #inh O XITFEE LT._‘J"\'CG) vIFr
LNO—RERELBTH. CORICEUTOREESH D, FIZONTIE, REEHC 28R,

o LTFNOERTRS

s MAHMLTFAEHYEFLBN

o LHFFILOKE (DLP Bl CHEASHERE X TR &)
s BT IHHEES. VTFINOMEAREE LB

o LT NLOIEERE '

o FET-FOBRLEN

o BT EEmO EHE

s EEIhERIXEREFEDRE

BEAEELETFNIZ20 T, Bl 7 IL0FEE COBEICEE#Ed. PBRERO®
16218 T FFILOEE]I (TIRTT 5. BEICHOMATNWABESAZY R XLBEMURZIZ

21



EMBIARR T 1w b - YR EEMIRE (PBRER)

BEL, $ifcBREhi s FF L TR & M S h =% LLVEOS4EIL, PBRER O 16.3
I MY RY RUH L IMEROF) (CRF7T 5.

BHLBICEY. HIRTER CTFLEHRSAEVED) OE=41) VT RUPBRER
TOHEEROOATNDRE, SHEENEENRNETH D L &L, MAHILPBRER®D 1518
ICEDRHOBREENT 5. TORERERDS VT FNELGofE &R, Kb YIZLTFLO—
¥ERIERL. PBRERD 162IATERT 5,

316 P FILRUVY RS OEHE
PBRER M 16 HOHMIILITERBRTHETHD..
* PBRERAHZ LT HIHATHMBABEBRICHENT, EEARESAYRAVRITEENY
ARYVICEALTHELTWA S EHVICEELGTEWROBRLTEN (16110
o BAEHMPICFEESAEELE-TATOL S LOE (16.218)

s BRICEBIATWAREShY R/ RITBEN)XZICETSH LULMEROSE (16.3
18}

o BRI IEA. BEELBENVAIRIEESA YR IOBEOZLL (16.41H)

s OECIREICEVWTEERTHATEEOHS. WThAOEXIIMEICETS VRS
BMEEROFRAKIZET 2EH (16.518)

DTN EBEUY RS D PBRER DBEOEADT Y E L FEBHT L 70—Fv— A H4
FS4 oOEFEHFIZRET, _

EBIcRTS5Y TS 3 ClE. PBREROEOECIRRL-IREEZEHL-URYIEL-
YEETIZ, EBLHESNEVRA20707 74 L E2HE I35 -6 EBOBERERY. |
& LT, EAEMOER%Z PBRER OFHEOEICSH SBERILENN, SFFLP)X50FH
ERLSICRMEGUVESIE. EELAREIRATRHLESN (B : EEHERE S ORBRENMSNT
WASEDHEICRT EZEUBENCL S, EERRENEONBIDOER) OBKEEEZTRY.

3.16.1 RO EERNOEH

COEOBENE. HFROBBEVHMEOEEE L ZBEENMOMERICETIRLEOEESE
WEENTHLITHS, REDBESERHILUTESD,

o BELHEShF-URY

. BELHENYRY

. EELTRES ,

VDAOREETHINENERET IHE. LTOERZERT 5,

s URODEFEHMERNE (ENEFICHTIEELLE).

» DRODHEE. FRTTEME. FRHREEMER SRl

s ARMEICHTOBENEE (EE., AENREAOY 1, X)

. éﬁﬁ&ﬁUxbéﬁﬁbtﬁ%&LT,%MH&$74WF®&6E¥5E@ﬁTéE

HEURHERNABRCHFEETIHEOBS. COHEE. $EO PBRER O MAMBMLEE S
BIT3R2UREREOEN (ICHE2E HA FS4 VIZ#H) LRALTHINFLIZEIT{(AR
THHIBENDHDH., TLHRVIFEELER LTV EVRIOBS. COETIE, ZRINEROKE
(CETSE, HGOERICHETIEELRESKE-Y AV BRUBENY RV ETICEELFT 2N
HICEHT IMBERTT 5. BEELUEEShEYRAIRUEBRREBEMNVR2E. AzE. BT

30,

22



EHRART ¢ v b« U RERS (PBRER)

. EESDER

. HOERREOHEER

. BERUEOMOME DRI

. REEBE

. BELOEEZBREOHE

. EDBAOHR |

EEHREHEHCET ZEHTE, HEOTLMONERIERSLEAT NS EHET
PHMBIZERLEE Yy IHNEET BN EERT B,

3.16.2 LT ILOBEE

PBRER @ 16.2 IBTId. BEBMEPIZFEIBEL T ATOREK LTI (EELGES
h=pENEMLEL) OFEERE2ERNT L. RS TR, FREOCHR, FESHhSC
EXTEBENELUIEESAEYRITHI EHEEShZ I LOWVThhICEY, FHEEZHEE
FTECENRTED, LEMNST, ARICEHIREZ2DDELHEEILUTOELEY CTHD.

1. FHEOHER. EXHOHNECEEAFSTREDWRORPHEGR-XSE, B0l 25T
ELTEHEEShE=VIFIL -

2 FEORE. BEHNY RS XEREI ALY R ONThACHEE NS TFIL
DRMEED)

SEFEELEV T FLOVThOSEICONTE . MAH AV T FILERR. RITBENS
LLEHESAI-URITHLLHHLI-BRERRNLEBICRTT 58, LT FILFHEOMN
RUBAZRERT D,

LT FIVEHEORADEBEZ, LU FADOEPHEESE. ARNELOEERRUATFIGE
BRIETYAOREICHGSEDCENERENS, FESEEL =SV FINOMAOSRICHE
HOFEE R8T SRS EUTOIEFTRTY 5.

. EEAHEELEEShESTFL
. EEMBEMY RS & LCEHEARE LTI

. EEHBEINEURS L LTEENREELELTFIL

. BELHEShANEENY RS & LCHEAREE LSS

. BELAEShELERSALYRY ELTERESREE LIS T
BuT HHAIE. BEARE LS TF L OEHEERDEG R IR EEANCRRLTH &L,

LA EEMIZRET 25k, PBRER O ZOEILEAFEHRIZSHTE L, ETFLEE
Iz, BEICKELT, BTOREESH D,

o VTFLORBER
« FFMmICBET HHER

o FHEAE : REBR. REFRE FLTBE. LE1—LIHED MedDRA REE[PT.
HLT. SOC % ¥]X{k MedDRA {R#ERRISMQ)) RUBRHTEEET

o SRS ILOFE TR LEF—2 0OERRUHHS . SHEICRAERLNES.
SEFEBRE-OBIICR S - EERIRECA T —T R - D3 Y VERBEORY
OEFLED ICSR OREEELEANHS.

- ER
o FEoH

23



EHHAR T 1 v b - U R E{HEHSE (PBRER)

3.16.3 U X9 RUH LLMEHROIEE
ZOIAETIE. PBRER®D 16218 ML 5L OF I THEEBARSh TR, BIZRES LT
YZZICBEET HFLLMERIZ OV THHIBSEEITS .

BRIcB#Ih ) RO REBEIZEREN ST FUIZET S5 LIVER TSP LIcER T
5HDIXPBRER DFRFMEH CO—KERIZIEBE L., T, 1K F/IH PBRER OFE MM h
ICEEAAREL T L ABAIZIE. 162 BCHMETFS.

BRCBRBEShizYRVICHT 57 v 77— MERT. L7 FLVICEBEALEVRORCOEIC
Bhb. FlELTE, BEHVRAIBFESAEYRY G2 &2 BT1T 5188, UIHI
BRIV RIOET LRI IT TR ET SBWBIRETFSL S,

FLWMERIZ., LITOERBYSETAZENTES,

1. BEQDEENYRVICETSHL VKR

2. BEARBESNLYRYCETBHLLER

3. BEELSEIMEVEOROBENY 2 (<HT 5H LIMES

4, BELHEESAEVTOMOBEIALY XY (CET 3 LIMEE
5. EEATREEICET 5 REES

SHlDESIL. PBRER OBEHRbizBAL M ~-H L IVERIZYToh D, FHlIZER
[CEEH L. VR OBFORESTICRIFITEELAHIBEET. TORREITS. BUTIHES
(. COFHEIX PBRER @ 16 4HICH T L EELBENVAIEVHBEShEZYRVOBYET
CHOEFORMEGDS, COWHITERIhSFTHOFEEL. LZVRVICELTAFURELET
EFVANEE, EFHEERRUASHELOBEEHICHESELENERSLS,

5 LUMER, R UT 28T 2 BITINEROEEL, PBRER O DEX (TFH - RH
¥ 5. FIHEICIE, BEIDELT, UTOWEERD S,

« FLOMESORETR

+ EREICEEET HER

o EHESE—-EEIR. RREERUBNAEZET

« BR-VAVFERBCERHE LTS ORARURERBS T
- BE

o ER-FMEERENPBRERD 164 BICHITAEEMBEN Y RAIRUBEShEYRSY
OWThHAOBESITOBHEXZR/THIHENEED

AL AR REICE T S5 L OVESE, IS OTRIFRICHET Ik hic
T—RIZ20 T, COETHHMICHET 5. RRROBEFHRUVTEREZOVWTHERSD,

3.164 YR OFHEIT

SORETR. RMT—2ICESVT (Thbhsb, AEMMIZBE=LEL) | EELBESH
YRV RUERGBEN) R) EHMOT L, EESTREREHBT 5.

EHRBEOERICIE LT, BETHBEICRE, YVRIDOFETFCLUTE2ED 5,
< R ‘

« EFE (FF) EREEERL-HEEORE

« BER. BE-RHOGLTRTRLAERAORE (48) RUHKEEOHE
+ HHURYOHEE ; HEBORE

o BRI OHEE ; HERBEOHE

24



EHRART 4 v b - YR5FEEESE (PBRER)

« BREEHCHTIEE (ER. EFORIBZEFHMICxT %)
« ARWECHTHEE

s YRVICEETIEEER (B £, HE /185, KREBEEE. FEE BEEE, B5E
T HEHHE. EEFEE) '

. FR. #5E%

o GREHM. VRS OB

o FREUENE (PRITEEE. THEEESAGD) BWERARFEEREY-H—DE=42) Y
)59

- ot

v HEShBAH=ZXLA

« IEFURAOENDLESETHAS, HUTIBAICE. HRTIIEFROAHES
&

TRIERI\EEL Y RITCHLIMRENHLES. TEMOBZHEREL LTERT 5. T2t
T—8A—ZXOER FRAELBEY. ERERARERIGRMRESEREZ LDV =%
%795,

R OEZBEG, FiIREXIREEREFS TSRO PBRERIZDONT, HREhEZURIRY
BEM) AT (ICEERLGERNAGET IBS1CF, EREELT. FIRIRTESERUMCURI%E
BETHCENBNEEAOID, BEShIREHLICEUTOLOARH L.

. BRRSICEETZYRS
. BEOFBILBEGRIEETZURY BELOEEIBEERD)

. BRONRETEETIURY

- EMAEMICHS YRS (MARSRUERERIOES L LTHATESESDOE

&)

3165 YRAIVBNMEEOYR (BMUTHHE)
COETE. AENMICEONAEERRESALVRAVICHTIRRD ) RVBEMEEERD
PDREV/RTFORRICETIEREENT S,
thoECHBCENVTLERTHLITREEDOSHS. WTFhAOEXIEHBEICE TS YR IR
EFHOHRICHTIRMAET. HZBEALHAEN, Z5L. BETIHES. FELuhiEkRIcELY
T35, '

A OMROMEET 5. WEMMICE S/ FHESRL. PBRER TOBEARDENS
&L WECEORTRNTIRRT .

317 REX T4 v FOKE

'PmERwﬂAE&Uﬁzﬁﬁm.ﬁﬁmmﬁ%ﬁm(WAE)&UﬁttﬁEénﬁ
(17.218) _A 74w MZBETHEEEIERL. ChRNI73RIIRBE LI ART s v FOE
HOTEEFIL, OWTIK1STHOAR 7 s v b » YR FEEEMRTS.

3471 WEMMMREIC S 1T 5ERGANE. A AN

CORTIE. WREMMBGICS T IEXSOTNE FRARCHETIMREEHL, Az
74w MEEOEEEZRTT S, —OWEIE. HESERER Q4HEZSR (CHTLhER
mOEBEGCEETHIDTH S,

25



FEHHRRT 1 v b - UR7 MBS (PBRER)

HEROEEES. HREFARV/ XIIFEERERT SEERICONTIE, BITHEE. Ch
BOEFIART v FERTT S,

= OEIcE I AHMEE. PBRER @ 17.3 BICEIFARE T4 v FOBESHY 18 Izt
HBRPTav b« VRAVEMOEMTIZCRAEIIZTRETH S,

3.17.2 A/ FHEICBL THEICHE Shi-iHE

CORTIE, FEHMPIAFSAALEZRECOFTHE AREICET % L IMERERTT
b, ZBBEGIIOVTIR, AFTRTIBEICK. RBOERRETICHE T 250 HRECE
TOHAORBL COWRERT S, RBHEEORR T4 v b - YRIFEIZEHET HESER
&, RBBEAOERAECE T 5B ARKECET S5 LIMERERER L 0. BEH
BRI RBSABEEICET AE8E CORITEDH S, CORITHE T HFMEL, PBRER O
173RICHETFTERR T4y FORTHSH L 18HICEBTEART 4 v b - YR FFEOETFIC
RB&LSIZTRETHD.

Bt/ BRKCET SH-TRERE. BROEAE L ICHME - FRALICEEEE5X5H
REMA H DAMIBOEL L ELIRMENASS. AXIE. 777, RBPERIIHT L HAM
HORBRGENHD.

3173 R T+ v bOKHI T

PBRER @ 17.3 IATIX. KM ICEAT S AERRBIREOAR T 1 v MER (3.1711R%S
B &. ﬁﬁﬂﬁlbUTl?éhtHﬁT%ﬁLU“$74JFFﬁ(3ﬁ2§§§ﬁ)Eﬁ
ELTRET 5.

COBTBNT, AFARGERICEILTORRZEELLD AT, Ft ARAKICETST
EFVADOEMNS LS RURFICOVTER,N DHHMEBEETS.

¢ RADT4 Yy bOIEFUAQOMENS LSITET 2ERIHEA  LhExiRE, ROV
. Bt EriREtE. ﬁ&%m&iﬁ&&xﬁiﬁtaﬁﬁﬁ%#bﬁbhtmﬁw -1
HEEETD

« KRBTV FRA LV FEERLEBE, TOZSMEICENEEL S EHHLIVER
s ROV A XOBENES

« EBIGEShERRERASEINT SARREO—RIETRE, FAAE $T70—T0i
BEHROFTEETTER

» AERREOBEITOELYE

o SHEROHERIM

o BT EDE

» BESRICESCHEUEOMR%Z. ELETCTARSKIFREMAICEOEE—BLTHE

MZBET SHM

~ PBRER®D 173IEICH(TAHEMEIX. 18HICBTARERT 4w k- YRIODHOERFIFIZ
BA&LSICTRETH S,

FHROBETAIRR Ty bTF—2ARLVEEIZ. COETIEPBRER D 17.1 HOHHRORE
BOGHH#RERT 5. .
SHOBEMEICSNTHEOERNLERR T 4 v MEBEAEETS—FT, YRS ITOT7
A WIZEELTEALGMESIZE. JOWEICHSTIBEHMESEOSER ST L WVEFROSSIT
HRIzT b,

26



EHHART v k- URYEEERS (PBRER)

3.18 RBMIEICHT 2 BIBHBART 4w b - VRIS

PBRER®D) 16.4 BRU 173 B TIREFNEN) RIBRUAR T4 v FEIBFEL. 18T, BT
CEE#EShdEBY. ChLoOBROEEFRREHS L. MW ETS . 18HIZERR
Taw b JROSHERREL, 64TRRF173ETIETLEAR T4 v FRUU R O
SHEBZERLTERL TlEEL AL,

3181 RE T sy b VR OUR—EEMDESZUETOMOEELERRIRE

COETIR, REEGICH T P2EELOEFNASEREZERICHAT S & L0, AEEREK
(e, NHARIETOMH. BARELESD) Z2ENTS.

3.18.2 RE D4 v b - )R FORE

RETo4w b - VRITOZ77M01E, RBEERUARERCEROLOTH S, HROX
RDEEEZETIHROEE, "X Tov b - YROTOT 700G FRBEIEIZR L THEAC
Bl - 1B T 5. REBBEAOHREBIZART v b VR TOT7 A NOEERGERLE
T HBRICE. TRLELE, AFxT v b - VAIFEEARFEEANIIRTT 5. FHEX. ~
74y FEVRIORBEBRISTIFECIVRTIRUEREL, LTOREEET S,

e WIEFETIZTTRTOEELAR T4 v FREVVRIHREEHL TSN, T_ATORR
T4y bPRUYRAIBEFEHEALRT 4y b - VAVFHEICEELGEEEZRIFTLERL
Ly, LI -T., SHEOPRTERLE-EELGAAR T4y PRUVRAVERET S, IR
FCITBRLETERAR T s v FRUTY X 7ICBT 3mEIE, "R Tsv k- VRIEH
ORI ET S,

+ EEROERShIRREERET D : A%, PHREEHINIEE. TOEEERUVE
BRI AEARES.

o FELGART sy MIBLT. TONE. BEMEENE. BRMEU—RETEEE I
OBREARUREERICHT ARG ERECET2ENROIET R EEET S E
DY A XEERT B, 2 T4 v FMENERNFETIHEIZIK. TOTATEFET
32 & (9 BAMADAROBE  EROBNRUEEREO X REETOIH) .

e YRYIZEBLT. TOEKMBEEMEERT S, FIXIE. BHEONE, BB, HE.
FRTAetE. PRETREE. TAM. BECHTIEE. RUYRINEENMER, Hek
EREAE. NTEREILELCENESHERT D,

v RRTay b YRAOFBERFTIHRCT. TEFUROENM LE, BERUTRESN
TEEETD, 2Ty FRUCYRIOFHENMENED &S ITFHMICEERT S0 EHEA
¥5%5, FEDERREERET . :

ARRTZ4y b - YRAIFHEESTD =OICER L AERRURLE PEICHBT 5.

o RERTq4vb - JRAYFMEOREREZRTT IR, FERERUHNEIIEASHIARE
ThHIThiEE 50,

¢« RRT 4w b - YRIOERGERHAIGHERMAFMERTT SBE1C1E. FHESZEOD
BERNELRT D

REZ 4y b YAIFHETEEFOUE (B READR) 2FELEL.,

FELGFRORBIEET HHE. XIFERRO PBRER AR 5 TULHIICIE. TR
Tayv b YVAOSGEHNBETHS,

Raiz. BEMMICEVTHLMEBRNIFEAEAFERLEN > EBEITIE. RRT1 Y b -
DROBEOEBRLERIT, AEHNEORFOZTEET—2 OFTEN SWRSN D,

27



FHMAR T2 v b - YRV FREHSE (PBRER)

3.19 #MEUHE

COETR, 2EMGART ¢ v b - YRVFHEORAN S, BEMEMICELTELEHLL
HHROEBCOVLWTHREZRTT 5, BULTHEICE., ERBER LIS, BETHHTT
NM—Fizw LTI hEBRAS,

MAH (X, RRZRET—2OEMREURR T4y b - DRSS ETE, SRR HERD
TEOHEHFT@EL., HBCHULTERZRET S,

Ffz, BETHBE. HMICE. BETIRNUBLOS SR BBOD, SR Tr v k-
VR DNRT R ERBERTELITFHET 20D FHRALIEREERT L. ChIZiE, BN
QYA BMEEBRORENEFND,

ChoOREER, BEICKHLT, HAE E2EHA FF4 VICE T ERRREMERHER
V/RIFY R BMEREGZ ED ) R EEHEICEAAND Z L3 BHET 5,

ZYTHHEOERBICEYRD LA HEE. MAH ZBBEORFERE LT, FEXEH
BMORRBSN-HRERORENTEE, #EPOZEXGFET LERICHET HIEHLERT
éu

3.20 PBRER OB RE .
PBRER [ZI%, BHEIZH LT, BTFTO &S I2FE LR TR H AT 5,
1. SN

2. BEEBOASOEERTERERICHTIERRY T —F—TN, mREOHEENM. 2B
BB 2y —F—T1

3. ReELTHLO-ER HREROFFICEFhTLEVES)
4 RIVBORSUEMEZEETLENE LA ARUVEMARBRO-EX
5. PBRERERLIZHERILI-MSREMD U R b (MAH HXRE L T B188)
PBRERZIE, HEICE LT, FERUVHEBORANESZH-T1-o. EEOFHFEHLF
45,
4. EHA FIA L ORMEE
HRITEM A- AR
BRTEHB-9TIV—T—TLOH
HRAEH C-AENMMICEE P RITFMIARE LR T FILo—EXROH
RAEH D - R HIEE S & H AN THEL PBRER DIED Y X B
#1TE¥ E - PBRER {ERCBFIC {84 5 afEtEA B S TR O H)
ﬁﬁﬁﬂF-y7+»&uuzameERwﬁ«wvwE>6

28



EHRALRT 2 v b« YRS (PBRER)

BARY A - Ala%

FHEEGRY . RT7—F 25T N—Td, TOMD ICH HA FS4 LHAERT 2 BEXIZERE
FIEPHETES (CIOMS) OB T7—3 5T —THBERICIRELE-AEEERAL TS, —
Bz, PBRERIZE D THITEEMAHITOXRE. ICHXETRRICEDHON-FEOESE
. LTORERTIHEYELIMLAL,

il ] g {oll ER A

SHEASRESE L 1= ICHE2C HA FS4 Y | AEMRICSLTEENRET LIV FIL,

27 kol | % (R2}

TEPET—4 ICHE2C KA FS4M4 > |MAHIZE > TR I2BE T, REHiERITNZ

— | (CCDS) T. BERE. B% - BE. EEPRUNRIICATS
: FOHROEEAEFRTILNS,

¥EPZEReH ICHE2C 4 S > |MAHIZ&E» TS b CCDSt(zaFEN, FE

B8 (ccsh DHEFALBFFICEEZERTIBSEZRNT, 8

REFEFLTLATATOREIZS T, MAH HEE#
FTEHILERODTNWBTATOEERSEIER.
NITHHRHNSOEMRIGHRED-HIZ TEHBIhT
V3 (listed) | MEfIE TREDE (unlisted) | A
FRETH-OHOSBIERTHY . REBEOERD
[TMTES (expected) 1 MhFEIE IFRTEL
Ly (unexpected) | N ERETHLOOSRIRET
{F730y,

RTLEEBEER |ICHEF /M FS4 2y | RELBRERREENHIBKREER,
b

HESh=-JYRY |ICHE2FHA FS54 WHELLIEERLOBERFFRT+HEIETY
' AEES, FELIAWESR,
BESh=VRIOH

o EREKEB TSRS h, BET—2(2L2
THEREIL-AER

o BEIZTHAS L Eh-BERBIIIEYHEICE
WTEHOH-BMERD 55, FETAENT
A—RIZEAL T, LEHEE (F5RXIERE
HE) EQENKEN &AL, BREBEFRATE
sh3sm

o BYICEHRESh-ZHOBERBEIZL > TRES
h, BERNBEREUVEDPEABRRIC K -TERER
FHBLLBITHENLBMER (FFH72453F2—

R ILERS M RGTE)
BELKEShE [ICHE2CHS FSAY |BRBOVRAZ-ARTow bFOT774NIZEET
JR, BEGRE (R2) 5, XEARMEITHET LSREAHIBESH
ERY RS VRO XETBENI RS, BELRD)RAI =W T

5H0%, BAAIHT SEE, URIOERKERY
ARWEICHT I2EEGE. W2HMDERICHKRE
T3, 5%, ASWBORENIELERUEEDE
LRSS THEENEBENYRZIEELRLYT,

BEELST RIS ICHE2CHA FSA4 Y | HBEORSHOBBEXITHRERAZFERTIHNEE
(R2) HICET 2MRICEFEETIEELGY vy T,

.29




EHMALRT v b - YAS5ESHE (PBRER)

il

EROHFR

X aA

EREELE R

ICHE2C A FS 4

FOEDESZEZSTHAH>NT, HEOLTHh,
OETHWTAIrDLHRITBUOBRERRENASZ ON
<B4, :

aERIE

ICHE2F M F3 A >

EHA R4 0TWHBBELE. RERBRTER
ShTLS., XIIRARBHECHLIEBIROERD
HEEW®RT D, X COBER. EENBEERUT
StREEDH [EBE (investigational medicinal
product) | KU EHIZHRMTHS.

10.

H-IcBESh
Ve’ al |7

ICHE2C HA KS1 >
{R2)

HREHFICSVTHOTHESNELTFLT, B
EEEME LCENMBEZRT 0. COME
(F. EIEEE- P %R 3% L L RS R
[CAFEhi-, BRICFHESEELE-LTFIVICE
HLTIAERMENSDD.

1.

BEPOBERER

ICH E2F HAFEZAY

EREEEAFARIATLLLS, BREERSED
SR L TWEDEERESREB. Rl TS, BTN
BTLTLANIIDOD LR,

12,

FEFRERD S
g0

ICHE2C A K31

(R2)

DLPEs A CEHMER D LT+,

13.

BENIRY

ICH E2F A FZ41 >

WREGIEER EOBHERZRET IAMS MO

PEIFET I, TOREMAEEILTLELGT

FL{BINESR,

BERMGEY R DOFE

o BEFBTIROLATWELSERSATLEN
FEETOREN LORS

« BRSBXIEEMEIEVWTEDONE-FEE
BND55, FRTARENSA—FIZELT., &
WHEE (TF5tK. REABIIERSE) &
DEDRZEFSHIBREENAZEDOIS OO, %
DEHNERBERETRTIELETEHEVED

s A—&HOMORRACBEET I EAMSEATN
33ER. NILBEEIORE, L RTHEREANT
EIhIER

14.

REHSRINE

ICHE2C HA KS4 »
(R2)

B ORA LRI HEREERT SR ERE.
MAHAMER T 2BEBBENE (B : CCDS) I
ShBTATOMET HELIENERE UMAHANER
REERT BT TORTERT LERDHETA
TOBET ZREMME, BLUSENEL.
PBRERDT-HOMAHO M GEBFRICSEN S1FHE
D—BTHD, WEBERELNERTHT—5 S —
b (CCDS) ThAHE. BEUSEREILLRED
HRAMME (CCS) THA.

15.

REEOBEEH

ICHE2C KA K354 >
(R2)

BEGHEShIVRY, BERGHENYRI XX
BEELGTRIEH.




EHHART 4w b~ 1) A ERSE (PBRER)

&5

R

EROHFR

EX AV

16.

LT+

ICHE2C 5 F5A >

(R2)

B—H50\IEE0T—4 Vv —X (BEAERUR
B) "oBoh-EBTHY., Thi, NHALE
ROBR. HAVWIEESERELLIHRLGERD
hCOFLEBEATRERBES. BRlc"Hoh TR
AEFETOHLEGAEETTEOTHY ., BT S
[TRY B +AUTHEELSSHD CHEhE 1D,
PBRER(M16.215M AL, HFEMFAICEHET S5
FILCH B,

17.

EERMGHE

ICHE2D i/ F31

HHRICE D (ERRNAT 2 V—-AMo{ohd
WEL T, BBREBR. BBHE (registies) . 32
BICEMOBLEICESENERTRETNEEEERE
L3 A CEEGER#ETESIIOI T L (post-
approval named patient use programs) . B&HX
% - EREEIOS S LA (patient support and
disease management programs) . HB&XIXERIE
KT IHE. EIEREBREOIVTSA47
VAT HIBBIEL Y. RENGAETEKS
hi-BETH5,

18.

BERABERIERE
L b

ICHE2D A F34 ~

T+, RPYBEX LB T 2 BRMEEH
& 1 HEHIWIEBOEESRFREIAEE
B 5BRfEA%2ERT540TH- T, BEXIL
A5 OERHNLFETIRESHEFAITERES
LH=bi,

31




FEHRALRT 1w + - U7 5EHE (PBRER)

BAEE B - < U —F—7 1 DH

g

%1 - BERRICE T RIMHEEEABBRER

MAH IFEORRIZEHET, ChoORELEICELTEBET S &M8TES,

RT LEBERABRORBROERT—2. RUSKTORBORE. 5V 4 LEHEICETSCE

Wi REREROEE.

B

RREN

EXS

HE R

F5eA

®2-#7 LERERBRICEVTARESBE Sh - HBEOERT]. ERNERBRER

AN

ia L] Bt

ik

=L

* [AfF] BERATRET LE-BRIZESKTF—4

3 -#T LEBRERICEVTRRENRE Xh - HEREORENRNERERE

N |

HREN

FIOFA

mA

BA

T Otk

FEq

LU

* [Bft] BRTCET LE-RRIZES<T—%

32



EBHRHART v b - VAV EERE (PBRER)

% 4 - TREORMEABEY

g 418 I % £# 0o AE (mg.7H) ;33 Hhig
BIE| gvz1s | >16~65| >65 | & |<a0 | za0| X | ¥ | 8| gy | B - ?—g 5
B | G 20| 5 % |3 SIS
2
508K
A
E4lzlx. EB-BrOEB/BFTCICAFLERETFT— 228K T 5,
%5 - HREOWERMOERBHYK
MG % £k G AR (mg~H) i Hhigk
| * ,
il
Blx - . = | B8 g%
RIE| 2~ste | >te~65 | >65 | & | <a0 |200| T EﬂEU*‘;gfﬁ
398
Freads

£ 5123, AFRBEGIES

%6 - BERBRIZSH 2 RREREROBRS U —F—T )L

EENAAE
EXE

AERE

p—

BT

FEAE

75K

BRRERE

Tz

FE/ b3 20RT5—EEM

FTANSFUE

T2/ FSRAT72S5—EHM

EREE

i

L]

33

IZIx. £/ /B 6E/B/BETICAFLERENMOT—2 2887 5.




EHEARRT 0 v b« YR EEHRSE (PBRER)

X7 - TREOHERICHS T HRFAOLEE (EBHER)

TREDFENTARBEE
BREES BHARRUXEESE) gggﬂ*ﬂ@ﬁﬁiﬁ 1Y
L %] F3 1.1 BRfEak K

=R E A i A RE R#E AE IR Rl

SOC 1

MedDRA PT

MedDRA PT
MedDRA PT

50C 2

MedDRA PT
MedDRA PT
MedDRA PT
MedDRA PT

TABRERBRESELL.

34




FEHNART v - JR VMBS (PBRER)

FRERE C - BIENIMIFEEHRERED R SFEELRERE L - R&iES T L0—K

EOH

BRI ﬂi/ﬁ/?ﬂ*ﬂi/ﬁ/ﬂ

YOS |BHA |RE HEsEELE: (VU0 EBT—ED LT+ N ALohi
fi: 3 i Bit (FFlA REGR HREUEHO |HE i
P |ERLE ] | HEEh=EE
FMEREE) (ST FLOBE)
Rz B/F gD B/ ARETFNLR HHP-EE®E (A4F7FULR FR
(AF|EhEER |[HEOHEM EUCH BTG
F—A2OLEa—
8J5 B/ % FEE A& BEREABERUVE |REIBCETES |(RRE~ORBSHE |RSIOESERU
WVIAREBICEIFAE |[hikURY. IC &k ZBEDRY |EEGERMNE
PERE 145 . EOEH.
EEMOBERER
T SJSO®EL [MAH OEREEIZ |AANFRE~D
Lo L BEMDTAT |DHPC @i,
DLEL—RUX
EREehALUA liinE. DHPC ZE {15
2R EF 6 hH#IcERA
ALhDBEMN4 DHEEEZTFE.
#, REETTOH
B FEAELY, RMP %4,
BED-HDFRE
» LT ILREE

L TF N OEFRBSEMRIHET 8%, SUTLOWEL EbIs, BRAEEL. %
BEhBCEABS, BERUEEE. L YFLOWERIE LT, HEOMedDRAREIZE
EEhiY. BESNGM YT R EAH D,

. HHE (A%
AR F IR Y Bt AR U

- R
EF{RR AR -

FHEFESE :
SERD :

4

.

PBRERDDLPEF S TEHEP D L7 F . HEHLTLHBEITE, FlEhD

:-'*':TJ’EI’&%TU

PgRER@DLPJ&ﬁH{:ﬁﬁt‘%T Li=>5+I,
wwﬁ%ﬁmﬁ¢tﬂUﬁtﬁtﬁ&ﬁfm@J%mmwmyﬁﬁfm&ﬁ
FILEREOREEIZ & Y., SRR RILFHEMKIC B 5,

o @i LB (B8

35




EHHAR T 4w - YR IFEHEERSE (PBRER)

T FILOEENATET LI-BRUEE,
o YHFILOMER

DTFIREE LT -2 TR, FAIIUTOEBYTHS (EHEL. LTFICRESHh
L)  AEBEROBERE. BEFBRT—4. B, EERRBRERXIIEMUEN S

wﬁﬁw% aE L IIBE,
« BifinEHh '
BRI EO - OOFET—42 R UHERMIENO MR BN,
e MU OLAERIEMHES LR .
BEHNYRIXNEIBESAEZVRZELTHEEShEFESEEL T ATOYTFNIZD
WT. BEOREAELONWTLAARIKHEE AT WIAETHIEHNHKT 5. DLPE A TSR
RO -ICTBERICHREShE T F IO T, BIIMEENHE XA -1BEIEX. Thb
EiEWT 5, HEShTOWAENESE, SEARKEDO ST FIZO>WTRTS 2129 %,

36



FEHRAR T+ v b - U RTERES (PBRER)

TRAFEE D - Hu o35 BEYCE b 3t A TR PBRER QD Y X b

ETa—IEETEEN
1 #=E
2 HRAEEICE T SHEF/RZORR ' E2F
3 L tOBRTHATHRAMNICEE SN LBEICOL | E2ERUVEF L0 %E
T . EFTLELNHD
4 RS RIFHROTH
5 HEFABREYK L EHEE
5.1 BRESRRBRICB T2 REBERERER E2E B 1F E2F
p = E2E BRUf E2F
52 HREOEBEUVATMMOERBEEN (BREDH)
6 I —=FT—TNDT—3
6.1 L BI%R
6.2 HEHBRICESEEEERROERYTY—F—TI | E2F
6.3 THREOERRICE S EBRUATBROY <) —
: F—7TN :
7 FAEBAhOBEERR, b DEXERSHERBROED
7.1 £T LEEBEERRR E2F
7.2 BHPORERR : _ E2F
7.3 RHENER - E2F
7.4 EES OO R ENER E2F
7.5 WHESHEL D AEEICEET IF - hReET—4 E2F
|8 N BB 5 OHR EF
9 L OEEERERERE CHERIRN b D13k E2F
10 EFRR T—4 E2F
11 413 E2F
12 o EH s :
13 EEEERRRICETA2EME0RM E2F
E2F (H&HE—HIM%
14 F—40v oA L FRIZAFEL-1HE ¥&eE L, FRFICIRES
haiEs)
15 LTFIOBME ;- $iiR. ARG XITFHEEE
16 LTFIEUY R0 OFHE
16.1 FeHOBESEROER
16.2 L5 F LGS
16.3 1) R BUEH L UMESR O T
16.4 YA OEESIHT
16.5 Y2 BMEROFRY (BUT 588
17 AR 7 4 v FOEEE

37




EHHAR T 1 v b« UR S EEEEHE (PBRER)

17.1

REXMRBROEZ LA A REER

17.2 BE - ARECEBL THR-CEES hi-1HR
17.3 RExT1 v FOFEIIT
18 RABEICHT HBERLEARR T v b - VRO
18.1 RETy b VRIOER - EERBERRUTOM
’ QOEFEETEHEEERKE
18.2 RAET 49 b= YR SHOHE
19 MR UEE E2F
20 PBRER O F{f1&#

38




EHBAL I 1 v b+ URYEEERSE (PBRER)

#AHREE E - PBRER {ERBFIZEER T 2 FIeBMEN & 2 FBIROH]

COYRMILETORBEERET I LR LTERSAEEOTIRAGL, SR
LTHELEECHOMTHWARVEENHFHORR T4 v FRUYZAVFORELERUVELE
SHEMOT—42% PBRERIZIZRL, RRIZo v b- VRS TO7 7 LEFHET S2EBMT.
MAH ZtbDIESRREERAVNE & HD (ﬂm‘m&mﬁﬁzﬁl_ommi M#Z] ®138
[PBRER "R LT HHEMI 28T 5) .

BT 5 &. PBRER MERIBFICERT REART 1 v FRUY R ) OFHMEIBEE Y 5 FTHEE
O HHERRAOHFIILUTEESUMN., ChbZBESHAL, *

.« JERGERHER
. REROEGCERCET IHEESOREAR
. BREEE B MAH ORRMT—4 R—2 ETOHE)

+ MAHAZEBETZo x84 b (BEMIEICHE2D 4 F51 2 MERBROTLEHROR
#B RARED-OORABEOTSE L REOEETONT) 28H)

o BHIE (registries) K EDERHER

- BAERT—4 RUEESERRECET 1R

s DREIN-HEXBRXIFELTRRSAMEESTPREICHET I8E
« RRROFHE

o FEEMY—AS52R (active surveiltance) L AT L (] : HAEEMEE [sentinel
sites] )

o VRATRTFA4VIVEL—RUAZTFILR

s SAtUREEL, hOBBRKEEXIIFERBE HERY FO—I 0L ORER
« BEXEIDISL

- HSORECHEY HE

o BARIBEMLOER

39



EHAR T v b - ) XTI E (PBRER)

BREEF - S FILRVY X5 D PBRER OFADT v EV Y

FATHESINERN SOREET—4 -

EdMRY) e
LIFNT
Hdhe

BECEB SR

YRy ? (AIAY. S

ML LHt
BHEhi=ih7?

PBRER TD%®
thORRITE

TeHL TN - 1518
EHE AR O

Ttk v n
1518 v

BEIZEEZhTVS
HEShk/BEN
| | - Y RY LR RN
HEzshi- EBERXIE LY AMRY £ )
L TFN BEIhE=STHN
16.418
RED o b -
1) X4 Bl (RYRY3
BE7
PBRER T®
TOROERETE

BT L8e. E2EMEYE
OBHERNT 5. BEIS
ELTRSIZ8EHT 5.

40



