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OERBEABRMAB~ORBEHNLTEE, #REPOFENRFTET SEHICHI HHRLERT .

2.5 PBRERRICZHITHHHME

PBRER OBEDHBIZHE T HHME L. EERZOBRMNXITIBRIZZYDOHLEEGAR
74y FPRIFVADIKET S, COEZHIT, BREMT—4. AU FHAKET—42. T2H
DIFNBUART 2y b - DR OF@EMITTHA S PBRER OEIZHETIEES, LM-T,
—N& 3572 PBRER DBREBETCTRINZRHROHEMEL. @40 PBRERMTRE S,

P, EEQHLOVRSHEENFET 8BS, HMREAR T v b UROBHERET
AE®HIZiE, TOLIGEROBELERICMZ., BETIART 1+ v FOEHORHLVET
Hd, EHIC. AEBHICEVWTEELHLOWESHIRENIZEACAFTEOM > IBEITE,
R—R5A4 VEORL 714y MEBOBRTENTHITHY ., ~Fx 271 v b - UROFHEITE
LT, BEAEORERBOREZET— 7 O E,r S BZh S,
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ANXFEOHNOO, BERRRUVAEBRICETEAR T+ v MCETHAIET A4S
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OHEENTHL - L EHMICT S0 TR FRAK] ORBEAND, #gizk->Tik,
AMETHEBREREBRI DR R T4 v BT EIIET X ETEL. ﬁﬁﬁﬁﬁ#?ﬁﬁwﬁ
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EEMABFRRBENCBRCE, BREhRERRICERL TERAT SRECEERGDOA
274 bAEQOYRIZLEDENSIBERCEL - L EEKET S, MRBICEERICETS
FLWVBEMSRLALEZDITH, XRT oy bABIZHSVRIZEEINEFNZHIKL, |
AT BMEER (B REMBOEE. LDHE~OEBREEXITOMOIEE) ZRBLTAR
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28 WEHEL PBREROTFT—420v o142 b

281 EEEEBRLETF—-2OvIHRSIL b
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PBRER WA #RFIZERETE S L 512, RA—0 DLP #ALVT DSUR O E RO RBE R
% BDIZESCHA I ELAMEHZCENTED, COAEFERANSGZEIZEY. PBRER &
DSUR 28 FBHT 481z, R T2 BEDOHEXITED 21—/ % PBRER & DSUR O AIZH
WA EAEESLD (RAEHDSE) .

28.2 RHESAEORL S PBRER ML

PBRER QIZHEOMHEM L RHFLBICHT 2B EREOEEIE. EEXITMRORFEHIZHE
SkL&Bic, BE ZBBOREMFEFIATLIHNML. BRORRT v h- Y45 TATF
ANVIZHETZMBEDOERELZ Y OERICHKET 5. PBRER OKRAR VAR, 6 hALLO#HE
EXB LT IAEHRES BB TICLEABBLTVWS, ¥FIthEUEERMEFEEATIND L.,
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T EHLWEREXHNSEROEM (CHREEEOERNERAEINIZELHD. COLFIHRE
Tld. PBRER RHEEMNBEICRLLA-TULWRRATH-TH. HEMHEIEHREIND
cERHS,

o MANUBICE->THEFDPBRER MROLNDIEMNHDH (FHAKFSA0D 28211
S .
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. %PmERwémtm4¢%Iit§U MAH BMBREAF L TLSHFHRORURRNY
R ERBRT 525D THS.

o HRHIEF/IX, HE. WmaquPEEmétmL.mDEmmé_aEﬁméu%lx
EHEOEFEMNCHERLT SIS, MAH ZURFALBICHEHMT I ENTES. &8
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$iTARBERLGVELIFTAEMTES, 1 28RO L,

e MAH RRAIMHLUBICHLT 6 hARUVEREDEAE T PBRER Z/ER L TI\SIFA.
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FH O PBRER

R: 0 6 12 - 18 24
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UBLAEICE-TVLEAEER) .
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2.8.21 BEO ( E@TZE] ) PBRER

HE¥0 PBRER & IFBROBEEHOEENMHIBETHY . —HORBYBIZK > TEKR
ENHTEABHD, REFOBRELNSEREI, BE(THIY PBRER AER SN TULEMMESI(CII,
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283 FT—AOQvIRA v FEEHEOKHRM
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L. NEOFRAMEZRKIET DL LELIC. ERERZHRT 20, EYVa2—NLARDPBRER

(Thbs, SELTENRE LY, %oﬁ@ﬁ%&ﬁ“b#UT%%%ﬁWﬁm)Eim
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10.
1.
12.
13.
14.
- 15.
186.

17.

18.
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20.

6.3 TWREOHHRCE I RERVATHMOY<)—T—T1L
REWMPOBERBI L OEELFREOEN

71 8T LI-EBERR

72  #BEPOERKRERER

7.3 EHEMMER
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fhDERRE
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16.1 HEEOBREFEOEH
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164 VARAIOEFHIIT .
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X7 4y b ORI
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EARUEE

%
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FZEHRME
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EXROFRAME. BO4E. BE. 5815, fF
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33 R ELOBEATHENSRMMAICKRESh-ERIZONT

PBRER @ 3IATI(X, MREMAEDIC, BRXEITREOCEAONThAZEEL T, MAH, &
BRiKIEE, AMLUE. T2 E=4F UV VEREXERBERESMN L 2RO & S5 a2
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O FHSABERE B X385 0 HIRR
O Rt tOMBEIZRE L -AEHEXROLEE
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O EXHRBEHBRRIZIFOMD ) R BIMEEDEA
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O MHZBMR LI L LI REAROEY

3.4 REUSMMBOEE

PBRER @) 4 IR TIX. AENMANOREMHSBIRRICETI2EELEBENEST S, Chilik.
S, BL O EE, BMER (ADR) | BERS. HEERICET H1ES, SHERXITET LK
FREB'BEUCXELFERER (R MARYRBRLY) AoOFEEGRENAEEIh S, 48
PBRER DEVILE T AL OERICET 2 EFANGEREIRUT S,

PBERER @ DLP B CERFMODEERED T TV ELSEXE* /AT 112855, 8
BHROLEBREIFETHS,

3.5 #HEERAEREERRE

PBRER® 5.1 IHEUS52HTH., EXSREZFAL-EREEOHEE SN I8 - HEEZIERT
4%, PBRER @ 5.1 ETIX. BERRICHA T2 ERERAMBRERETT. 52 B TE. hlRE
B3R BRUBENMOERRES T . ERABREY.  BEREHEET S-OIZERLT:
BHARIZOWVWT, TORRELLITBELXFRICHAT S, A—HRAISHLTEITRATO
PBRER ZEH L T—R LT -, FHAEEMOELFEEERT S, BEHAXOEEN BN THLIE
8. TEFBFATSHPBRER(ZHEVT., TELMEUZEEEOMAOELE T EREUERETRT.

3.5.1 EREREARRICES 15 RIRGEARBRE N

PBRER @ 5.1 IHIZiE, & T LHBEICE., FEATLUTOFEEEET 2 Bico>LWTIEE
& B, ®1~3 %88 ,

« DIBD LIRRIZARRIE. T5tK, EREMBEERAL:. #HPRUKRT L-BESEM S
ORBEVBREY. AV EROES. TRLETF—2EZAFTEEMNTRTRLECEAH I A
IZOWLWTIXBESATINS,

o AFWHDRE. BRERCET L VEMTRREABRRERETY. AIAE, FAREH
E2EICBNTER, B3, A/ REMCHELE-YTIN-TiE,

« FZHTHEE. AR, REERXIHKREBIETLIERMTOERLERTRISERT
Hh, HAHWNIK, ATREMEELTE KL,

o BERUGER P TR, BER. FEFEELJ(GQOEFEETIRENEET 2EET
EUERTHBE) EHRIZBERABRITOL . HBHIVFTHLATNSEREICE, BE
[CELTERAT -2 2RTT 5.

« ABREXIEBMNEEICEBEALINE-BREOE CRENMICKELRRATET 28
&, HEVNIHFRBMCRENN I ERATET 2BSI10E. BRE-BN (HRBRE-8.
A, RT-4E) ICEYBBERRERT O ENERTHS.

- BEEBREICETHABECRL. SEROEEICL - T, HCHERSRBROES,
SHEMERSETOT AL EOBEERABENEELZLONS, FOLSHET—4(F, HE
(SIELT, BEAL EHICRIZRTRLTE KLY, '

» BREBRRICLIEREFER (SAE) #H3V—T—J)L & LTERBHBELICRTT 515
HlZlX, AFWREZLIE, ERABBRERDZRBELANZRTT 5.

 BICEECTERRBROES. TOBRKSRICEY 5 A0EMHEEIRIETT 5,

3.5.2 TREORREVRENMOERBEEH

AEVROEAERER (WEO PBRER O DLP L) . RUAREABRE T RBEEABES

~ (IBD LR ISELTEAEFhMEEEERT. BICOVTIE, BMTEH B, & 4~5 28875,
AREARAICE, WEEERHT 2-0ICERLEAEE EEICHERRBERERTTS. #
EERABERMNAFFARLGBECE., ATRTHIEERABEHCET 2R BT EITE.

TORMARE LHITRTT S, EREREHCET ARBNTIEROMNICE., BEEE-H, &

15



SERMPARERT v b - DAL EHESE (PBRER)

URAEEH DS, FOLIBERBAETIELBSICOH, EESEFTOEE (b #HRISH
55 2EAT5, FRARBSHEEETS-HICRE1 BHEZANTHE &L,

PDTFOSEICE>TT—8 2 RRT 5,

1. kB EBEREBEIELL) OFR:
RN HEEREERERTT S,

EHIT, BNT ARSI, KEBGR., R, EEBR, BER. FI5E B KR
F—AEEITRTT D,

BMRICE-TIE. P9 FVEROI—AH. BREERRUEREMNL L FOMOERAI-RT
TAHIEMNENLRELH B,

REML T FLERTEBED Y —UPEET HBEICE. TS SE, BET ST L—
THOEAESROT—352%FTH,

2. BRLUKHIZHT IRBROER
ISR IS L RAREICEESNAERSNIBAICE, RECHSENRURESEICEL

AFARGZHRERTT I, TOLSHHERAL LTIE. UBIHBEAFTTELS 12T &
N-BRHEE (registries) B EDEAARBNEEND, ERTRHTRENBERIFZLTO
HOABD (L. UTFICBEShALY) .

o NREEH

. BESEEM

. PEBNILITTLIN

- FEERURIERELATIEE

. TOMEETIAMEEAT IRE

- BERBICETINF LR IAEEEENES

- BETIERGETFERERTEIHIINL—F ‘

¢ REIABRUXEREQOSESE

3. FOOERBHROSER

MAH 2, ReEMT—EORBRICH-VEBETILEZONIERELOFERAEBICRFFL -G
BiziX. FOERUBIAERT. FOLSGERREORICE. BBES. EPWILA. BA. &
UHESREETHESLTLWSERAUAOCER (fl : ARELERRY XA EBOFH
DF=-BIZHMTANARETRAND) »Hd, COLSTRETHMEFETHD. HBALTLIHE
i, MAH (%, RS RERCHEEZIhTWLWAERUAOFERANERTA FS5 41 2. BEKSR
DIETLRIZEHTERFTOATWSED, RIZFOBOBRRBEOBEMNBNLIZEEEOM
EMEBRIZaOAV TS, AFTERLBSIZE. EENGERASEEIETY 5. NaeEiER
CREBEEShINBLAOEREERHEEST 576, MAH [Z. PBRER ® DLP A THB L RG
SHBEROBIGE (F . REEG. BR) 2HWMS,

3.6 YTY—F—TNLOT—4

PBRER @ 6.1~6.3 1H[ZiX. DIBD LIF&IZ MAH [z & s h T AEERRE VTR O HERR
(CEST{ SAEQRRYITIV—T—TIL2%RTT 5. BRE¥PETL-OICHRATHEIZIE.
MAH QHllifIck Y, T—HBEEORFEERTCLZBRICEREZANTH LU, -

3.6.1 SREWE
PBRER @ 6.1 IR TIX. BMEBOAMO-OHITEAL-3— FE#® (coding dictionary) DRI
DWTREKT 5.
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FTEHLY) . ) —F—)iL, BREHRUVEKRMARME TEASIh LB (3
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A, RV —F—=TNWICEFEBLALETV SOC #FR 1T 5.
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THAN, TOLSLERNERDVHLBEIRERPTHBET S, FIAE, HREAICH
WTRENTFHE . BBROFBREE S Sha LS5 GREFFRICOVTHE, BHZIRER
UVEERET—FR—ZAAOATN L TRABER] & L TARIERHEETESHLN, Th
EYIN—T—TUHoBRAT L EATES (B ERERTATETMNEFBEHEE T
H25 > MELFLOERENRESRCEESHTEL. RAAKRKRERICE T 5HE
BO#IT) .

« —fRic. ARBEFRFEIELOFNEEHERAOHEE2 I 2R-ERTH S, REEDHM
OLEENARTIEES. B20EAOERRBEFRMGT. KT T—20FICEWTEERRAE
e LT, T U—F—TJNICF, BBRE. RENBRRUTISERIIHT TR
TODSAE # i T 4. BECLOREERTHAFTALGRELH S,

3.6.3 THERROWRNE I RRRUCATMMOY I —F-T 1L

PBRER @ 6.3 IRCIL, 1BD A 54 E® PBRER @ DLP #FTORBRUHREMEFORERD
HIY—TF—INEBRBTLFFERCONT, TOERERPT S, ICHE2D KA FSA VT
HARENTOE LS, TRINEERROES., BRNICEEShIAEERITERE. 2L
CEHLBEENARBERZER-TLHIEEERLTEY . RUBREOBMTREERERGS
NHRETHD, YIV—T—TNICFLUTEREET 5.

« EMERE. HEE. BEXRRURFHLBEI S OBREEETCERMNICSRIZHXT S E

ERUIEEELBER
o JENMARERNSOEELFIER
o FFARMIHRENCHET HEEARER

HIY—T—INICE, REPET-FERBR/T -4 2ETERL (FTENB. X7 %5
B) . SOCIZ&>THET 5.

SALGMBEAXIRESERICOLTIE., REEEA. #5ERIXITOROERMNICEHER
DIBMKLERERTT D, CZI2E, FREAETF—R2IZEIAOIERERR L AL,
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3.7 MEMMDOBEERTED Sh-EXERLENBROEY

PBRER ) CDIATIE, O BEHMDBIZ. MAH AMKIRE CHARBKRRB, S B Sh-iEK

HICEE M >FLOVADN - BRAELEAUVREHLOMRZMRICENT S, BEKEBRZHER
ETAREHLTFIILIE. PBRERD 15 HIZRTTRT ., AXBERIZFTELrEEL-VT 0L
(BEENE=DTFIICHEERT-OMRITEEMNY ZA2'BEL{IBEESAEZY R OnTh
Mo ESh-0,2MbHT) OFMiX. PBRER® 16.2 HIZTT . BHMOBENY R 7 XTH
ESNEURVICEET 2HHEORENEOR., FhLMFEICEESh L TFATRAENE
HEFEh-BE, 163WMICBLTEMAL. 164 HIBELTHESIF£21T3. MAH AMKBETAL
WEEEEREED S OFFRIZ,. PBRER ORET AEIZR#T 5,

ARRTq4w b - YVRAOFBIZEET 354, RBRBEEOS KN THRVVEEORRBRIZET S
BEERERNSBONEEDEORMICOLTOREBIX., CORICERNT S, EELCEBXITES
EENTRBEOBEANIPHEAENETAHAICOVNT., BERR, > B -Foxmiz
B4 A1E#iZ, PBRER D 13 IHICE#MT 5,

ARENORET A|MAITIE. MRNRUVERE (BIMRMEA) | KBS, BE - BER.
IR EL - T—2 E2RTT D,

REMNF— FORE., BESUIELJIERE. RZEXSORLETOT 7ML OEEE
FUAMET S, MAHAUEIRB T HSTIREONMARKRBRIZOLT, BAEMMPICHRT LI
XEMBEPTHALON—BEREZHTENBET 5. RITZEEBOLTORBRLERT 5.

« EERID () BRREHEEESIIEOMORERI—F)
o BRORE (BT SRS, AROFEORAR)
« EROEE (Fl: 5 HLLEBEKREER. 2F— MK, EFXBHRE)

- BERNEREH (B4, RUMNEBECRHERERELLEOETOBORMET KRBT
SREEEL)

« RBBRRE (MAHODERICLD) RUKTFER
o HBRODIREE :

o D (BERSBARBEIRTLD)

« BT (BEREBRIARTLTVLS)

371 #TLEEEKER

PBRER @ 7.1 A TIX. fAEMMEPICET L-EBERBR, ST\ Sh-BENICEELDOHL
DWABMRURSMOMREERIZENT S, COBREIMELTE L, /7 TIRER %
FRALTEFLTHE LD, T TITAOHIHE>TLWARLHLORBEEZEF T 2HBOChizR
WY OB, SoITHUREE LS ETRTIIET U RER#HT S,

372 #MPoRMERR

MAH A, b OBEFEBRTEC-ERNICEELCHREZMN 1848 (F : bRARSNRNR
VLESERATUREOERBIROBRMYE-HER) . CCITFONEEHBRICENT S, T
TITALOAIZE > TLARENOMBZER T A2MEBOCAICRMAT IR, SSICH-LELE
MOLTFLERRTSEIET AR T S,

3.7.3 REEHER
BYTAWA. COICITARE. FHICKRENTEREORKRE SSM L - EBREORMER
[CEXT HEHERTT 5.

* L) FUAOAILICHE3 RU CIOMS VIl IZEEX EhTIVE,
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3.74 EXKOMoEEER

PBRER ) CMIBIZ(Z, MAHAEM L -BEOEREHERIZIESZICHE2D HAL K54 T
WMEMEHShTWA D FTAY S L (B : KRB TR 5 L (Expanded Access Program) .
Aviyiar—ka1—2704 5L (Compassionate Use Program) . BEDBE~DFEH.
B —MBE IND (Single- Patient Investigational New Drug Applications} , JAER3EH{E F| FAHIEE
(Treatment IND) RUEDOHOMRMGET—2INE) ITHET S, ﬁﬁﬂli;ﬁféﬁFﬁ
*EENT 5.

3.7.5 MUMAHLEHLEMECHMET IH-LRLET—4

FEREIHIEORMNEGFICL VHITHINOEHLGEOERY . EERSNEH L EREITEET
5T—FERTTHOIC. UTORBRIXEALNDZEMNTES.

* PBREROHRTHHIEGH. BEERID 1 HARIZRFAMELLTERRE L. X
FRRERTHLHESCE. BER/HRAREOERICLYBoME-EELR2HMNREE
DETENT S,

*» PBRER OHAEHNEEHITHIBEF. BLAORFIBTI2EELRLEFRECDOET
BT 5.

EESR/SRAREICHROGERICOVTE., YHRAF/FARENBELXOHARIT2AS S
B9 % PBRER FDTAETADBELT SEIMAAANDSELTRTH S,

3.8 FENARBMSOHMN

COBETE, AEYEPICAFLE, MAHDBAR Y —THIENARR (F - TR
. B, EEHR. BHRHE (registries) RUBEERIY—~4 5205 3L (active surveillance
programmes) ) MHBLMNIH>I-REMEFRBRIIART 4 v FELLLFY RV FHECEBEN
[CRET IHBEENT S, EEOMRITENTIBEICE. ChicEESKEREEHAE (drug
utilization studies) o OEEERES L. ‘

R F— FORE, B SHEL{ITERL. ERROREHETOTI 7/ NOREEITY
AHOEEOFANTE*ELENET S, MAH SN ARV H—THATHREOENAZRRIZDOL
T, BEPRPICET LEXI#ERITHALOO—EREFTERCEE TS (RIZSHIE
H|IZDOWTIR. ZHSAFSA VDI TEEZSH) .

SIS ORAEHICRESA TN RPE1E. LREETARARRICET 3. HEPMhzSE
B U= BRE R+ PBRER Qi = & OFERHERIZSH 3,

3.9 fhOEERERE UIHRIED S DN

3.91 FOHMOKRKRE

SO TEs L asTid. SR DBYEEAICE T MAH AAAFATRERG. EAFALERR
HEBROBERITNTIARTF I L ADER. #ﬂﬁ%ﬁﬁhﬁ?éféﬁfﬁbﬁﬁﬁﬁb%ﬁ
T HERERHBN 5 OREUFEEENT 5,

3.9.2 HIERR .

cOYTEI a3 T BRERONI—VRUECYASBEERICEY HEEIERE.
BELGEREHEDLLGVBEESDENT L, BCYBRIBEBRE X, REBRIZOLUMNDTHE
HOHLHRRANBHSNLZETHY ., BEENESELTVILENEZHDEL, 2O &S5 ARE
. REET—FOBRRCEEROLBNLERART v b - YRAOHEIEET &b 5.
BRERRZ. EXREFEATIAROEORBICEVNTHLRET HIEMLSHY. BE. HESE
NIZERUEEESHET 2HENENH D,

MAH X, COLSLWREBRBEL AT L, EFHERR. HEEHLOFR, EFEH
ORE. BEEITR IS LARFEOMOFATRGIFRFAZECTHLIC L0455,
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WAVESAHRERY REBEORFCEL LT, REShELTFLRIEVAZIZONT
PBRER OBSEY 2IATHRTE - FHEZE17 5.

3.10 JEERERT—4

—OIETIE. AEMEPIHEETNMET L=3EBEER D in vivo RT in vitro TRER () : AR
FE. £REFR. ARESNFAR) CHXTIEETEEMBREENT LS. HEOREHORSE
FERICHETHESICTFSA U ehi-EBI S 0RBERIE. FOBRICHIHIDHLT, PBRERIZE
9 5. PBRERO 10RICERBTIN-FAEOHERIZOLTIE. PBRER DSET HEHENIRTE
=

311 TR

—ORETIE., FAEMME DI MAH HE1Y 1§, EMRICE - TEA I AREXRI-RRSh
oo HBAEVERERORWE LTAFLERREERERICET 5H LLEXGREEMBEEY
¥ %. PBRER OXiERTZ, ENORERAENOXBBERL Y LEEITHY, #BREROX
EUTOCHAZBET IWARIARET 5. BET LESICE, FA—2 5 AOEDRFIZET
SIREBERAT D

3.12 D ERIME

HENTHEORAEGC L VI ORHMEVERY . MAHIZ, 1 2OFBRAZHALT
120 PBRER ¥ 3., LA L. MAH® 1 2OFMES I=x L THESO PBRER kT 2
Be (B RUSBEHEXIFBENRETIBE) THHOT. hOEHBEISOEELHR
7% PBRER OHOETIRFEIATLLENMNES X, ChEXHIIEXNT L.

MAH [X, ZEICESSAFIRTHE. BEMMICEVTHROERSE (B ARRKESE.
MAH, ¥0fthiR#/—++—) HERMShE-EHBREICE S (BEXGHRLARICENT 5,

3.13 KEEERRBIZH T3 FDEO RN

ERDEBCEMRERNTEBOARRITHEZEMN LT HREATIE, FUEORMI IO
REFEOAREE LB LA-ADUORNETRY DEAERT—4 (5 B EHIREREICxT
% LLRIUVMRROBRKRR T, LOEOFFERMNBECH 1) X, AEIRKAICHT
SEXGEVRIETRT ZTEENELSINLIOT, FOTF—22XHTENT 5,

314 F—A2 Oy YRS Y FRICAFE L1

DLP #® PBRER fF{FICAF LEEELZREME VAN ARAKOMNR L LY BLRERE
AECEHT S, BRNGICEESHFLORR, EELBHT—4%, BRICEELRETERFRR
EWIZMAH, F—2EF VT RARRURNURA RS LOBATRELEEMNCh
ZEFEAS. HLUMEMERIZOWTE, EEANREN (Thbht, ERLEROIOE
H) BLREBRLAREM TN THLLHHEShI-BE, RITPBRER (ZBEICRFShTLY
SREROBREZBROFMICHT HEMBRRTHHES B : FHE~OBREEHICHAET S
EXNHSNTOWAERERICEHHABEFREAMICEYT @R sh, HOXROEVER
#HE) e, ERLTL.

PBRER @ DLP T H S A RHAIICRES A - B SEEROEZLTHLWRETHNIIER
ILE®S. ERLI3LEELLTE, Hi-GRE. B/ EELGEFHER. XEH-LEHER
HEEFhKFS,

FRICBREINDT—51E, VRIRUHELSRBOSEOBICLBRESNIREZTHD (X
HA ES4LM3163ESM) .
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3415 LU FIIOBE : F. FEEREEE D X3 E

PBRER ITL Y +ILRUY AV ICET HRBERTT HBHOEX. 541 K54 L 0FT
BHFIcREhTWS, PBRER O 15IEQGEMIE, AEHMDICEESER L (T2bb.
HEMTET L) ReELSFLicmz. AEHMETHATHES THhh T2 P0 LT
FILNZET ENA LALGBEZIRTFT A2 EICH S, PBRER OBMIZENTIE. Y5 FILIE,
BAORS ) —= oI UIHARIET SEBEEET. MAH IZX 2EMMGEROEBMRESH
FEETRETS. T2 THE, RIETLIBREET L0, BEOE "BROMAEDL
+I12Bid 2784 (disproportionate reporting) OFiEHE LR LEHRTREEVEITEET S,
DHFLIEER (F) EEQENRESMEEMNRE. EFARERR XEFEN (F: FHHBAIT
(disproportionality score) . FEEREEXITELHEDER) THS., VT FHILEERAMEABEMN S
OREMOBBICET IFROEFOCRELVIBTELHZ EH D,

ChoDLTHILOEFNEHOMERUEHEOERKICET SREIZIE, PBRERD 16 IHIZIRESE
had, AIRGRELET—42 OEFMHEM R UVHENARADETHS.

=t TN EiE, MAH ASSAEMM R -IzamY &=L+ L ThHd. £1-. PBRER®D
eIz AETREE Lo, BEICFHENEEL - FAZET SEBRMICERTHL
LWMEHR (Thbb. BERCEESh VI FILEERO-OOBMMEBELZET S LEBHIN
VRO OFH-LAAE HEVTFLERS, #iR YL PBRER O DLPERRTO
LA FILEMOREBIZKY ., FHEEEIXFHEMER CHEIhS, BlELTIE, BTOLIL
H-EENAEELS, ‘

. CETICEHENREE LA DB E SN T FILICET D5 - A EET. LY A OGERE
IZESLD

s BESNAEVRZICETSEFLARERT, VAVOEEICHRLTHRNIZERELEIVETR
TE0 (B —FHEHBELRENMEEEIN YA THABEIC. FT2LGEDLVYE
ELERERTH-AHEBOAF. RIRPRBUEMEESATZURI THEHEIZ.
MEANTRAE (B9 2 BW IR S h, MO L VERREDAF)

o BEShFE=VASICEATI2EHE-4AEERT. FOUAIOLURWEEN BIRIX. HdY
TEN—TIBNT) #if-icHBHLE=L0

« BEM)RASCETAHF-AEET, UEBEEN) R INEE ShBEICE, HiR
BEOIE, FEARBELQZEDEGCEAOHRE. RIZFofon) R 5 B/MMLES
*ET580 )

CORXITHEMAEHIZIE, PBRER @ DLP B i CEHEAA MR O RIIBEL T _ATO LT
LD—EBREZERTE. CORICIIUTOERESHS, FAlic>20WTIE. FITEHC 28R,

o IO

« MAH AT+ LEHY B84

o LUFILORE (DLP By TR AHERE X L)
» BNTIEE. VUTILOFEAEE LI-Aft

o VHFLOERR

- FET—4OERUEN

o BMELEFEOHE

« BEThE-XEREFENHE

EMEMFEE L= FIIc2WTid, LGS 7 ILOR = COEIZEEE3. PBRER®
16218 LU0 (TIRTT 5. BICHLSATHLASRESAE-VIIRBBEMY RS
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BEL., MR EShELTFI TN LR S h-F L LEROFTEIL. PBRER @ 16.3
MY R BRUHLNEROME) (2EFT 5.

HELBICEY., HIREBER (VLA hLZLLED) OE=42) 5 RU PBRER
TOREHXFROOSNATLIBE., SERINEEHMHNETHD & =X, MAH [ PBRER @ 1518
ICEFDAMOEREZENT D, TOBRESIRA VT FLELS-EEE. b Yz TFILn—
E®Riz;BE L. PBRER®D 162 IfTEET 5,

316 Y FIERUVI RO OB
PBRER @ 16 IHN BMIIU T 2IRTT AL THA,

+ PBRERM'¥i#k &3 HARMNIMBER RIS LT, EELABES AU A7 XILBEMNY
AZIZEALTHHALTWS S EEVICEELSFEWROERSEN (16.118)

o AEMEDICEEMNEELETRTOLTFIILOEE (16.2R)

o BHZR#MEhTOIRESIAL) A RILEEN) AZIZET 25 L WVEROSEME (16.3
I8)

s BMTAIBE. EELHENIAINIBESL-V A 0B EOEL (16.4 1)

s HOBPLHMBICEWVTELERATHIAREOHD. WTFThHhAOEREHIIZETEZIVRS
=MEEEBIOERAKCRET 2 EY (16.51H)

LHFILEULY A2 D PBRER ORECHE~ADT Y E LY 2#B#HT 2 720—Fv—FE2EXHA
F3A vOFRFEHFIZRT,

EEIcBAT 59 TS 3 Tld. PBREROWMOETCIRREL-IEHEZEHLL-UVEBVELE:
YERYIZ, EREYUESAEVR2O0TO7 74 LER/B ST -HIZBROBRETT. K
A& LT, BRAEROER% PBRER OFEEORICESHIDEILLN, VTPV A5 0R
FERESTIZRIELELMESIX. EELXIIFRMLZES (B . BEARELOBEENAHSAT
WOAENHRICRT 2AMASIZL S, BEAKENRELOA-BRDOER) OBREKEEETT.

3.16.1 REEOBREWHDER
CORDAME, FROEERUVRHOBEL T LAEHMOMBEICE T SREHORTEH
HEEWTHILICHD, REUDRBFRIUTEEL.,

. BELBTINSURY
. EELBENYRY
- EELTRIER
YRONEETHEHNENEHTT HE. UTOEEEERT 3.
- YROOEFREEYE BEUBBCHTIEELY)
. YRS OFE. PRI, PR KM
. ARBECHTHBEORE GEE. AREREROY 1 X)
¢ —RHEAYRIEBRBLERRELT, FHHARI (v FOHIERREEBS BT

RETE

REMBRHEEMERICFET AHAOEE. COHEL. €E0 PBRER O HRIBIEEE I
BIIA2EEMRFIREAOCEYN (ICHE2E Ha KFS A viz##l) LRALTHEANFNIZEICARE
THIAENHD, TEMBRHERLZERA LTV EVRIORE. COETIE. REMEOBES
ICEIE, HAOERHICEET IEELRESA-UAIRVEBENY AL VICEELTEF
R AWM EIRTT S, EEANESAAVRIRUVEEGHENKY RS L, BXE, BT

z88.
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+ ERLEIEA

+ fEOERR EDOHREFR

* BRRRUEOHRONE L DHEEEMR
+ REAR

+ BERLOERABEORE

» EBLEOER

EELTERRICETIENTR. REOREHOHEXIERS2ERAT SRRREAICET
SHBIEXG X v v TNFET INENEEET 5.

3.16.2 LT+ LOMH

PBRER @ 162 HTIL., HAEMPIZFHELIEEL-TATOREML TN (BELSEE
hi-AELERBHLEL) OFHIEREZENT L. B2/, FHEORR, EEshd
ERIBEVMEL{IBEENEUVRITHIEHEShEILONWThhIZLY, FEEREE
THENRTES, LEEA-T, AHICEHERZ2O0FUHSBEIUTOLEYTH S,

1. FHEORR. EFHHRRUCREAFTRGIEROMZMFEEIE. Ro) T+
ELTEEShLTFL

2, FHOBR. BENYRIXEBESAEZVRAIOVTAMIGESAEL TV (FE
ORMEEL)

FEARELELYFILOVWThOSEIZDNTH, MAHMNSHFILEBE. RITHEMNE
L<mﬁiéh#Uzbfﬁétﬂﬁb#ﬁ%&ﬁﬂ%ﬁlhT¢é#m & T F LB
RO ET S,

TPV REOHRAOHREIR. LT TIOEZHNEERE. ARBELOEEERUAFATE
BIETUoAOREICHESEHCEANRShE, FEIEELESTTLOMHOSEIE
BOFMERB T SBEAUTOIESF TRRT 5,

¢ FilrEELEESRI-VITFIL

o EELTHEENIA ELTHHEMNEELLVSTIL

o BEURTEIAEURS ELTHE@ARELEYTFI

o BELMESALVEESY RS L LTHRENARELLYFL

s EELABIALGIMEESAALYRZELTHENEELLS T

BETHMEE, FHEARRE L2V L OB RIEBEN XA RREAMNCRTL T &L

T NEREMICEE T ARTiEX. PBRER D ORXIEFFEHIZESHTHE L, ELTFIFH
fliicix. BEIZELT, UTOWRBESH S,

. STFNOWER
. HECEET 5%

o BRliA% : BEHIR, BRES (EUYT5EE. LE1—L71=45ED MedDRA FHEE[PT.
HLT. SOC 4 £1X I3 MedDRA FRERFEX[SMQ)) RUMHAZEZST

. BRI LOFTETRIL - T— 2 OEHRUHMEST, THEIZaAE LGS
RIS OB IS Hd S h - BERREOCRF s —T VR - /aJVJEEﬁwﬁW
OERLED ICSR DR ESHBENHS.

. ER
. I
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3.16.3 YA RUEH L ULViRER 0 R4E
COETIE, PBRERD 1621 N4+ ILoOFH) TELERRAochTULAL, BRizE#EEL
YRZICEEST AHLULMERICOLTIHIMNE®ETS,

BECE#Iht-Y R/ RIEBEICEEINLSTFNICETHHLMERTL T HLIZHYT
5L MIEPBRER OFMABH CO—BRICIEH L. T/, 4% 5 F /LA PBRER OFE#RM D
(CEEAREE L TLABEICIE. 162BTHEEITS.

BEI-BBEhi-) RIS BT v T F— MEBT, STFLIZIRES LAV DS OEIS
BH5, PlELTIX. BENYRIAEREIN- YRS Lot b 2B B8, XITBE=
PHMEhEYAIOELHIBM ST ETRET ZRBHAEF LD,

FLLVERIL, UTOLBEYAETLHENTED,
BEEGBEMYRAZICHT SHLLMESR
BEGRESAVRAIICET S L LVMER
EELHBESATVEOHOBREN) XV (ZHT HH L LVER
EELARESATNEOHDOFEShI-) RV IZET 55 LLVER
. ERQARWRICEHT SRFREER

ok SlE. PBRER OFEHMEPICBHOM > =HLIVMERIZCRTH A D, SHEXEE

ICEEE L. VAIVOBESHEIITIRIZTIRENSHLIBSX., TORRETS. BE T8
(. COEHEIZ PBRER® 164 AICHITHEELHBEN) Y RURBEShI-) X7 OFK%I
HOBHORPELZS, CORICER I SFHMAOBEEL. BV RVICBALTAFARLGT
PFUoADEE, ERENEENRUARBHELIOEERIHEEES I MNHMEELS,

$FLLMESR, RUFRERIZET 2RFTIEMOFMIE. PBRER @ Z ORX (LT & oE
T5, HF@MICIE. BEIZELT, LTOREEZSNHS,

o T LUWMEROERR

« BVBICRET HHER

« FHEAE-TRER. REBERURIRSEZEET

« BR-VRAVBETRELET -2 OBENRURHKISHT
. EXR

o fER—lHE RN PBRER @ 164 BITHR T2 EERLBENVARAVRUEESREVRY
OLNTHHIOHERIHOEREIZ/TIHENEED

EA L =0 R EHAICET 28 L L RR, RIS L OFBERISHIL T H=0ICREShiz
T—FI220WTIE., COETHYUMICHMS 5. REROBSFRRUTEREICOLTRRS,

3.16.4 YR OB

COETIE, RET—FIZETVT (Fbs,. AEPMICEEShALY) | EEAMNESHh
YA RUEELBENY A ERHESTL. EEATEREEHAT S,

HRROHEICKH LT, BUTIREICE. VRIOBMIFICUTESD 5,
- SAE

- EFY (5F)  REREERLEEEORE

» BER. BE-BETETRTLEEROERE (98) RUEEIEOCHE
« A URY DOHER  HEEOHEE

« #ER RV DT ; HEEOHKE

oo wN
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« BHBFICHTHRE GER, EFOHERXZEFBBAIZHT HRE)
+ ARWEICHT LEE

» URAZICEHET HBEER () : Fils, TR AR0. RBEEF. FEE - BhEE, R
T HAEHE. BETFER)

.+ FE. B58ER
o ARUARE., VA2 OFR
« FUAETRETE (PRIATREME. THBIRE G 3) BIERXEBEREY—H—0OE=FU YT
ATHEME)
« W
+ HEShBADZXL

* TETUAOEALLESEFEMNE. BETIREICE. HRTIIETVROFNESR
T

TRESFAERECVRI THLARMEMNSH HBS,. REMOBSFRL L TERT 2. T2l
T—ER—AOBRR (AEL-EER. RREABSERERNRSEERLLECOV1T) &5
¥ 5.

FEHOEDET. FREXTREREEFT L850 PBRER 22T, BEEhEYRASIRUY
BENY RV ICERELERNFET 2|0, REEGD. ARMRITBEEERANIZYR %
RRTHENENEEX NS, BEESNBZRHLICRUATOLOMBH S,

o BRESICEEETEZURY

- FECAHIIIHRSRBICEAETLIVRAY BELOEXRRERZEL)

s BEOHNREDICEET SRS

« FEMFFERICHES VRS BARSERVELAHRGOTE E L THATERLEMOE

a)

3165 VAYB/NMEEODIR (BRY4d 588)
BT, AEMMICELNA-EEQFESNYARAVICHTLIBENDY A7 R/MEESIOD
MERU/XIFTOBRICETIFEREENT S,
feOECHIRICEWTELHERATHAEHENOHS. WTFhAOEXITHKIZETFEZ VR 28BN
EEBOBHRICHT SR, FHICEOLAEL, L, MET B8, HEEZHERICEY
¥ 5%

1 DOMEOAHZEET S, WEHMICE Sh-5HEitERIX. PBRER TOBSMRHLND
WE. i LoEAER TIRTT 5.
3147 AR 7 4w FOFEH

PBRER @ 171 R U 172 Tk, MEMRMBLED (1718 RUFHICEEShi-
(172180) "2 24 v MZBTHHBEREZRTRL. AN 17IBIIRBEShI3ART s v LD
WIFTEREFFL. OWTIX18HORRT 4w b - YRAIFEHEZEMT S,
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