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RUOBRERBEOESR (B.4.k.5.5) #EHITHZ L, ¥/, 1HOBREE
BRATH2MB, 1 BREEVDLIZHAEICIE. 1 BREERTHTHZ
Eo BB, HBEIREREIICIE T1) 2R#ET 50, HERSEEEERE
LT, REEZRTRRER B. 4.k 6) CEEHRARYZHTLZ L,
REEPRATEZVEES (EE. ER, 1EORRASE) 3. £EE%
ZEf & LU [B.4.k.6) ICREHT AL, ERT CHETIE, #HBREDR
EENEHHIBEIZIE TB4k6) ICFEEDTANTHIERNTES (F
: 5mg,10mg,20mg) , 2B, FNROHEIFXZ=ME 5,

(7) BESHMEGIEE B 4k 12), & TH (B.4.k 14))

7 ®EB%A (B.4.k12) LEEKTH B4k 14) EEETHEL, &
B, FRRADOHEIIZERE T 5,

A4 BEBBAEBREKRTREAIFRHATEREHEN Lo THBERIZIE. £
O EHEMB. 4. k. 16)I1C (OB ] LEBETHI LB TED, ZD%
B EELOBRFORMMZEH L, MHREHML ZICEEND,

(8) RBRERVEELOMEAES (B. 4.k 11b)

EELGOEABERLZTERT LI L, AI—EERICBEHROFEHREHENH D
BE, BHEEET AL, ZOHE. ERMEAEBII—ERIICRET
B5Z&, BB, RAOBAIXZEMET 5,

14 EBIER/ BESH

(1) HEXEOME L OBEWER « BEEZ & ICRBURISCERIFEICOWVWTE
gHIsvZ L,

7 EEH (B.2.1.3)

AEBIZBITHAEEERCEEMIT., F—XREREOREEDHE L, 2L
TR THEEFEZTHTLH L, TEE] OHWIIHRAE2 735£E1E
WCE ST 5, RROHEIIERME T2,

1=FEFICLIVEEL SR, FEE

2= EFICIVEEL INT, FEE

I=REHFICLVEEL N, EE

12



4 =EFICLVEELINRDo1N, EE

A BWER FEESZ4 (B.2.i.2b, B.2.i.1b)
REFETHHEIER - RPRELETRHTHI &, £, FREIER - B

E£ICIH, I1CHEBEEMABEIATER Me dDRA/J : Medical

Dictionary for Regulatory Activities /] (LT TEAFEHRMe dDRAJ &W
5.)) IZxticd 5H5E%2 Me dDRA—PT)] #E IMedDRA—L
LT WicieEdoz b, B, AAEEFHCOVWTIE, AT LHMe dDR

ADNEEED I LLL TICWNEHINTWAHETHREIND LIXRL 2V

M, SAETOBRICBOTLL TRIREESN TWAABAEENTWERE

RLIEFDORNEDD BAERMe dDRADL L TIZNEH I TWS AFEOE

WOFRERGH AL, REBICEH T L,

T IR (B.2.1.6)

HHeliEE, BHER - BRMEORBE S AWK TroEHESND, L

L, BHRADDVIIKET B LEEHRA L BICERERIBELH LD
Bl : 7F 7 4 T H—ORENRD X O REHEOBER - BREEDCSHE) .
Bpisia TR Lo/ 2B (FHE. &, ) TRE#BTEIHEICEH
THZ L, e, TAOHEIRZEME 45, ‘
FHEHEOKTHEBDICERZBAPREHESNLTWEEAIE. LT LBE

BT D MEITR,

= ZHH (B.2.1.4)

MEMZROBEIER - MYIMEOHKRAZREHE TS &, ERERBMAMPTEHT

XIRWEAIX, O TV AEIHTE# T Z &, FHADEHEIIEME T2,

4 #TH (B .2.1.5)

WENSZORIER - BYUEDEE B XIIRRE2RH T2 L, EWRA

FMDREHETERVEEIT. Do TV HEHBETREHTHZ &, RHOHAIX
ZERE T B,

71 BEBRENOHEBEE COREMR B.2.1.7.1) RUEKEKENDHEHEE
TOREHFRE (B.2.1.7.2) |
BEBRENHGEIER - RPENRRT I E CORMEMER. &2 WIidRkE
EnLEHER « BYMENREBR LB ICEKREN ORI T 5 E TORMEMH
fRaaEid s &,

BERISE HDVERKBER LRRBOTAF RS- TVEHH, BIVEA

c RYMED B LIRS EEICEVRE (Fl . TF 74 7F—D X 51

BATEROEBE) CEBERZR B LohoR2VBEMERICOVWTIELY £
S DBEBEPELNTOBBEFICBWTHRERETHIZ LN TE D, THDELE

IXZER LT B, B, WEEEMR S FICEER - BMESRE LB AL,

13



BIKBREN LSBT COREERHEOTLRIITETH D,
¥ #3JF (B.2.1.8)
MEg ), Tegfe), (REME], MFET) T TEELENBEESH D] &7
HIBHZ L, 2B, RHROHEIE, TRH) &/ TDI L,
RETHMEDEREE OHAE [REE) 2R&ETHZ L, [T &iETH
—REREOREESSCHECENBIER - BYME L LT L DEENH D X
BETERVEEZTCWVWEEAZ2IET, BUNE—REBEBRIEOREE KU
ELZEDWMBIZL > TRIER « BREYELBEER W E S DBEIE, FHEE
T (3] ZFIR LRV,

15 BIfER - BEMEORBRIL, SRR OLEEOEE B.5.1)
(1) BUES - BRUEOEROREN, LEROEEE TOEB £ KN

s

SEEPPB T IBREICHRICEE T I, B, R

DFHD LB ME L BN B5BEIC1E. IBBRERERIOHRE OIRRE

[ZoWTHREHTHZ &,

(2) EUER - RIPMEICH T 21RESLERICER T &,

(3) FMEELEELEZBDNAHHHE, (RS (REREE, @Wil, 3.
FRER, BATEE, ERAEE, REEE VT —TAVEES) i,
rETRETD T &,

(4) ZFEEIZBWT, FlBRENTWAEAICIEIRFTREZEEH T2 &,

16 MedDRA-Version

ABECBWCERALEAARSERMe dDRADA—Y 5 UES L ¥ AR
- HETRHETHIE, BB, UEBREOPTCHEATHIHEAERMe dDRA
DNR—D 3 VEEIIHK—T 5,

17 HYEZ0ER (B.5.2)

W EIER - BIWEICOWCOBE, FRBMGEOIMIEERSS LB
2 bNATOMOBECONTORLEENERLBHT 52 &, HLEL
HNDEDERTHIBEE., HOBRTHINEREHKTHZ &, B, HEFE
B CHUYESOERSELNRPoBAIE, TOEEH T L,

18 WEMFEDCER (B.5.4)

(1) #HELCEL L CERBRORMEEZEFHNEELMHLTERTLIZ &,
F7o, BREBFICELA22WIC T EE0H O R R T 52 L
tTE B,

(2) EBEEHROHMIEYELZLIHKECETERIGEIL. TORFTEZTEH



TBHIE,
(3) MWBREO—MRALH UIEDERREXITED bR TV RNBEIL,
WEIRRAY. BUAIS R - BB (IER#F) S2EEICREH T L,
(4) HSEBROBEIT. AELLOERTIERL, BAORELCENER
REEBTH L, B, AEFEROHA T, NELEDCERE BADR
ENEDERYAEBICEHTIEAE. TN TLOEREZXEL TR
Hiaze,

19 A%OxE (J.9)
(1) UEMER - BRREZS ST IREEEOHEICESSLELSRO
FPMTOWTRER T B 2 &,

r‘“'EE-kﬂ&IEEIAm—l“zEL{: =
ISR VoK E N PSR

A EOESEOHET, ARRHOEHRE (A LOEERS) O®RITE D
MBEIT- XIS HITI FTEN S A0 EREHTE &, EFEEE~
DIEITOWVTIL, ZOFE ERXEOREN., WETARREEEEZOR
e, EBEERD) 2T TR THI L,

(3) SEBHOHESIT. SELEOMG TIERL . BROEELEDOIIL

-~
0o
~—

S CEOWET, BREMFEEOWE, &

E"/‘-‘ >

mlll

ll

ERMT DT L
(4) BECEFEREETSLELDBOI OV T, BRFZOELE
W5z,

20 HELEICLAIDEE TERREO XIIEWER, BEEZHDEHEEEB. 5. 3.
w
—WRIBERFIC LV REEN-BIER - RIMEZRELENBELERZE
io%fﬁ%b R PEAICTEARAEIT. TOEEEH L., TDHEAE
%%& = i%@ﬁﬁ*ﬂﬁ \—nﬁ%ﬁﬁ—é — &o

21 %—ﬁ%ﬁﬁkibﬁﬁéﬂtﬁﬁﬁ/ﬁ%g%(BZL@
—RIERBEIC LV RE SN RESEDOEER - BRPEZ FE—RIFHRIE
T%éﬁmﬁw;%&v%m LA AW CERE T &,

22 TOMBEZRS (RERESHE - FALOEETSRESE) (. 10)
ZOMBELRPIEEREZUTOIETRERT DI L,

(1) BESROBMERENEREFEENDLITITFRTERVLDOTHIS
A [RE) OXF%., TOMOEEE TBER) OXF (FHRIEOH
EVET. Tkl SEELBHO 7. ZOMOIEREITEASHREITE

15



THOEEEHE| © (1) 28BT5ZL,)

(2) B—UREBERETOHIREENRE LEEER FEF54 E—KE
BETHOIBMEFEDNDEERVOBEBALHWVWCRETIZ L, 2B, BMEXR
LU ORIER - BRfES 2 BT, ) |

(3) ZHhETIRBREShZESLRA—DRIERETHIHE. BERSH
5

(4) ZTHETRHEEINEMIBET 2EMERE RENFOEEZEZT,)

ThHEE. YHEBMEE (RHFEF : TBMHERL£200»600ICEE,
BEAKIZOO%EM, BEEHEAZO0-0O0IERE] %)

(5) BV FTIFREXIToEZIC, TORDEFERICLVEBERENRER-

mHE. B—WECTE I #NIES ’

{0\ NS En A - BEEE -7 B L Ve S&SW b e oW HBLER 7 1 vA 3
\0O/J HiAFN T - I=1E ) Q1K LDOERE. HinFha @E/r/r'l%xzxvown%?%%
WEE FOITEHFEE

(7) RA—ONEEFZ N ENRTRERE ERTHET 2 LERDH D
&. DERIERESFSRE (M%) X U ERMEERARSE (7
R ] WBWTEIKRHEBE CHLEIIRETETHDE

(8) _ESRICLZIBEOMNBESZO—MHWELH, REEZEDFR

(9) Fofh, NEREE fl: FAXBELZToHEE. FAXHRER
Fol-8L FAXBREDRMN, BMEASHRELEBHRLTHIEIRFIZ
INELZBIEATH D BE)

(10) B—BAFHE (BHEPLERMMIHRETNSHEVPAFENTR)
LN ERPETREFREM o ENERDIES, E—HAFH
ERRDELRENENRETNEFEREM L BERBT O L,

23 BIFER (A.2.2, A.2.3.1~A.2.3.3)

(1) AEBIZIE, 31 EXE (A.2.2) RORBELAE (A.2.3.1~A.2.3.3)

REHTHI L,
T BIFSCER
TRkl SERVER 1 SEELBHO LY,
14 HBRLEE

HBR,bOMEDOHAIE., [EAKERZE]. ALl BRI RO TR
EIRFERIERRR S0RBAETHTH L, Fo. BRBRESFIORETD
BIVER « BRENBERINZRBOBELEH T 5, RBROEHLIT, &
R, EARBEEER (B 4517266 /8 (compassionate use), FEEBRE
(named patient) TOEM). TDOMORER (Fl . HREFE, EFHREF.
gErhe=F Y, PMSE) 2R#iTE 5, B, BRKEE (AR Y-)
DHRBRES R OBIER - BRENBE SN ZRROBEIRHADOGEILZEM

16



&1,

24 EH—R 4182
E—RERFENPOAFELEERNHAHE (B : BEST 53, Company
Core Data Sheet(CCDS). Ef (WR%E). LEKX., BELE. REEOBEE.
FIRRIRES) CHRECENRE L TVWIEREZEHT O &,

25 BMEROCLEBEORER
(1) RHELEBMER - BPEECHET IREENRVBEEY. THOSE
Hi_TzERET 5,

7 FR7E (B.3.1lc)
WEZEIWER - BE L BEOH D
NIERERBRIZOVWTHLEHLT

A Ef{r (B.3.1le)
BEEEOBMNERE TS &,

v IEESEEE (B.3.1.1). EE#HESME (B.3.1.2)
BEMBROEFHBAOKERVREZLE T Z &,

= B (B.3.1a, B.3.1b)

[RERMREO B2 TESE, A, BCREH L., AftEIHET2 L5 IChRER
B (B.3.1d) #EETH- L, REOCKENSRHOFEIT, EFEXIIEESE
FERNHBITEXBLOICEET DO L,

B A BTREREAIE., JIFERE2 (2) o ZICEETIREERT
MBEOHER) MICREBREZEH T L,

4 FoMoFROFE (B.3.1.3)
FOMDIBRNEHHBEBEAE NIV, RWVIEEIE Tk LEHT DD

Lo BB, NIV LZREFEINAEHEE, BBEIZE T TEDFMITDOVWTH

WEDLEDZERD D,

A RECEET ARERUCLEORKFR (B.3.2)

AERIZ. £ (7)) b () TEHFTIRVBRERBR (B CT, MRI
%) REBICEH T L, £, BIEA - BREEICBEROD 5 BRARBREE
NI RBRET — X AETE o 28BA1I. AEBICZEOERHETLHZ
&

b

ERHER#E T DI L

L&z 70,

130

f

mE
b7

26 BEOIRERECETIER
(1) PBEETABRERROERE
AREF 2 EONC AR T B2 DI BRER, BB, TR EORG. FTk

17



&, $1sME (psychological trauma) HEDFEHELET DO &, BIfER

'@%EK@E®%5%%E&W&%%ET%5#ﬁﬁ%&LT\%—&
BB OHIENIC L 01T, FRE, AHE, R (T vaAXx—Ez2D)

LLTE—RERENOBEINZLORETHRETHIZ L, B, EE

B OBWER - BYEICEE T AEREIC VLTI, JIEEXE2 (2) ©

ESE 2 BEDEERLERE] MICRHTI L, B, THOBEI
ZERET 5,

7 REE - A0HE - BEERE (B.1.7. 1a.2)

TR, LB EOMIZ O VW TRETLZ &,

A BEt5R (B.1.7.1c), &TH (B.1.7.1d, B.1.7.1f)
ZHEHROEEBEZIIKRTEEZEES, B, BTRETDHI &,

v EE (31718
TR BABRETHY . XEIC X BERBRNZ DEFIDOIREREDEMRIR

STOEA IR EOFR, ERIIERRHERBERNBEORERE L OBEELTYT

DIESIOBEITTDERETEHTHZ &,

E7r . FRENOIBERR OHEHERENSRRE, BERE, aHEOWVTH
PSR T HANERETHZENTED,

— FofoEdER (B.1.7.2)

AR - SeDRLy, BEOBE, BFEE. BT NESHRERUCHEHERSE
(BIER « RIMEZIR<,) DO b, EFOBBICHEEREREZEH TS
L,

Bl zi3, BELRETHLEOMEZICLDERICOVTHERT OLE
NHHGEELHDHDT, FARERRY HREOLEFOAFTENR TS L 2 ICH
HTHZLNTEB,

(2) BETHIBEOERKSFEHAE (B.1.8a, B.1.8c, B.1.8e, B.1.8f.2,

B.1.8g.2) |

7 BECBREINEZEERICBOWTCEIER - BEREESRER LIRS LT
AL, BHEHFEDT (H3 HEEXE2 (—) b (&) NEEREE
VEFA - REREMIE]] @ 113 BRBREROEELZOER] OEZZRS
iz,

A AEHIZRHTABRICITELEOBEDERARRLEEND., AER
EEENCRETAEOITI. EFRNHERLEL DI LICEET D,

v EERLORHICIE. E-KIEREORREZZOEERANTRHTIZ
Lo BREL., ML IIEDRLEZRR LT LV, TOERGMDY
I FH L TEBEZBE SN TV ARANEERBEICITRERICBIER -
BIMENRR OGN N BmAE T, L) LR#ETHI L,
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27 EEMCEETAER
(1) BREXIFBREORKR
KEBIZ, WHREOBEFIEHHAVIIKRELERIIBEREELESEED

EIVER - RUVEICETAERELTHTIZ &, HRELERE LTV
WIE AR OEEENThIENE I P REDB AL, Lz, =721,
TOEATHOTHAEED [V BREZIZH L TERONTLE] MiT
EET DL,

7 BBEEROEESFAFLEZE (B.4.k2.3) GEFREB. 4.k 4.2))
BREROEERF AL L-ELYTHTAL, BAIZIS03166
(2H#7) CRENEAASBRITOELZRHETIZ L, HEFROGE. &

ol B ATl L -3 Z
POV gt & 7 o

AFECHOWTIE, BREICOWTOLREHTIZ L, IBRET—ERR
HOBASITILTEH L, RABOBAIIZME T 5,
A EEBREIIHE4L (B.4.k.2.1) (Lot(B.4.k.3)), —ixE9%&FF (B.4.k. 2.

2). BAt&H (B.4.k.12). #TH (B.4.k. 14)

DI hHEo T, (£33 BEEXE2 (—) »b (H) NAREBER
CRBLEEAE] ] 0 13 BRERVCEELOER] OEZZRTLZ
&

v VEBRREEA I L CE b NLZAE (B 4.k 16)

KEBIZEWER - BRECER L YT, REPLEICETIEREZ &
Bk, MEE), MHEE), BEELEEYT). [RH] RV [3EXHE] OF
Mo, WEROERET L, FRAEOES. EMTOLREDRVS, X
DELETTHIHE BREELEET) &, BRVIHIHAITITRRL
TH LV,

T REEEORRETOREBER (B.4.k 13.1) RURKKRESNLEL

F TR (B.4.k 13.2)

BIVER - RYERRB., REMBE, BERTAOT —FNbEHAET
HIiE, TEHEERTAIENTED, TFH7 47X —RRERO L S 72
SRR USSR E T L, B, THOSAIIERE T 5,

F BFEECIABROEBERVEWER AEFZ4 (B.4.k 17.1, B4k

17. 2b) ‘

(7)) BREIZLD. BHER - BPE BEXNZOESR) OBROFEZ

NEvg, Moz RO TRE] ofhas@BRLERTAZ L, X
VW LERFHLEEAICBWT, BIERA - BRRELICER LIER (8
EHBOESR) FRBTHIL,
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() BREBICKERLLERS,

BIfER - BE (BERNSOESR) L

HTHIITEROFEIC i) LREEHT LI L,
(v) BREZ{ToIH,
Bk, TR 2RETDHT L,

() BEEMTONEPE I PAHO

(2) VRBRES LRWEAZORRRER

TBHRIBHAE TE —

KIFRROREES LHREEREIC

FOEENBERI TN EI bbbV
BAE. AEE ORI LRV,

BiT 5 Hi%E| ﬁfﬁﬁ

R A EESORBERICET SFHEBROEVICONT, §

HFEFEDEN T

AN

7 ﬂﬁﬁ%&&é@ﬁﬁ/ﬁ E%

i mink e -0 I

HEHTHI L,

DTIU]]%J%C ’cL’a)EEJH‘

A4 FHEOFHRIF (B.4.k. 18.2)

ek, AEEI

er
~~
oI
p,h
=~
—t
[00]
[
o

EHTELHMATELXX

BaiRttE . E—KERREOREE. BREMEM, SHGSE, £3%

FRETHZ L,

7 %%%%&“W%/ﬁi$%@@%%%(ﬁﬁﬁ%)@4k1&@
AR BRI, T2 Y XA, Bardi XidA XHEERE O EIE
REETHI L,

T FMERER (B.4.k 18.4)

Ko DERS LEIER « BRYE L DREBUROBELZTTHT DL &,

[EEsH]

SRt L 258 [FEMOIER ERES L BIERAXIIE (FHERHR

ERXITEEES IR EELORZEMKR GHE

% &)

1 EEER1 wEE R T B ETM HEHY
HEZER1 2 TAIY XA REE A & B

H Liv7zzaw

BEER1 o= Bardi 0. 76

2| HEFER2 WwEE ey LR k2SR fii] REE L L
BEER2 2 TAFY XA REE A B B b

H L

FEEL2 3 Bardi 0. 48

3HEER3 3 Ty XA ESpE

2L

BEFZ3 1o Bardi 0. 22
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(3) EBRESCETIZOMOER (B 4.k 19)

FEICES TR, EFAICEER LEEERICET 2 Z0MOERE TTHE
FT52 L, BT, BYDHRENSTINR TS EOFR, Yy TFXidey

RSB SNAEREENUNTHDL Z BN LEEREZEH T &,
¥, AEBREESOEREAICETIENMERE LR TE 5,

(4) 3HE
7 HREENZER (B.1.9.2b)

(53 BIMEERE2 (—) b (F) NEBRERER - RREEEFIZE] )
D12 HWEIKEER GFEEOHE)] OEEZZRITLHII L, &, &
BROBAITZEME T 5,

A THoOEE (B.1.9.3)

HOEROHEES NIV, TWinx] OF2»LRIRLERTHIZ L, 2
B, THOBEITEMET 5,

v EHRIZ X BFE (B.1.9.4b)

AEHOA T NIV 2RV UESAICE#HTLIZ L, 2L, REEE,

BIVEA « IREIC L A0 ENTEFERL, BERTOBEICEH T L,

28 BTICHETAER

(1) AEBRBE~OBEBRELEQREICLY, TOFRURIEICENER - &
YE L EDbNARGHRER L ZHEOEREREHTIZ L, AHADRE
FHicBWTiX, UTORICEET D,

7 OEMRESNTWEREEZICOVWTIE., BEERXE2 (—) O RS
BIER - BEERE] IR TDHZ &,

£ FROBRRBICEETHENER - BRERZWHAICIT. RERIIRKRHL
AN
B BBIEET X R B RREDEF DB EITIE, BOoBEDOHRL L, KE
BiXges Lavy,

= BEFROBREOTENEER - BMEZ - -HAIE. Zo0REE
BEHT BN, FRUBROBREFIZCOAARBEBHIZREHT LI L, Z0%
&, FRNENOBELBESIT DI, FIEEXNE 1O EE] T
ARG L EET AREDRIEEFTEH TS L,

F FROBEFTHBER - BRRE (RHBERRESCKRIEETLUSN) 2
STVWAHEEAE., FRUOBROBREZTV., AEBICRICETERET
HeHZ L, |

(2) HoER (B.1.10.2.2), HoMsl (B.1.10.6), HoHEKE (B.1.10.5),

!
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HDEE (B.1.10.4) RUWE4 (B.1.10.1)
SHEITHTEo Tk, TE2 BIFERE 1 NEREEWER - BUELEFIHR
wE ) OEESZRTLHIL,
(3)  &H&ABHE (B.1.10.3)
FHABMN E-A-R) 2887528, FHOBEE. T (4)
B EROITIEHEMICLERFREETH T &,
(4) BEBOERM (B 4.k 10)
mBIchiEoTiE, (83 BEERXE2 (&) »b (H) NRREEIME
- RuEEAIE) © (10 BEMROEREE] O0EEZRTLII L,
(5) FBBBOEEHM (B.1.2.2.1)

BIECORIVER - BREWEORER (23, HEMCHVEORIERRE
BEATED LNTESE) OERERERETLZ &,

(6) HoOBETIBEERUMEERE (FER - &0HE - BEEE 6. 1. 10.
7.1a.2). BE#5A (B.1.10.7.1c), #&TH (B.1.10.7.1f), &% (B.1.10. 7.
1g))

HOERE NFERLBESEZERT DO LN TED,
SEEChTmo T, 83 BIFEERE2 (&) »b (F) NARERIME
B BLEEAE] ] © (26 BEOHREEZICETIER OEZE
B+3or, . AEBEIEOBER - BYMEITRE L2,

(7) BoOBEETIBEOEELFEAE (EEMH4 (B 1.10.8a), FHitHE (B.
1.10.8c). & T H (B.1.10.8¢), {£AHA (B.1.10.8f.2), BIEM - BEH
E (BB LEEAEDH(B.1.10.8g.2))

SEEIThro ik, 183 BHEERE2 (—) »o () NARERIEF
A RMEESIE ] © 126 BEOREEZICETAER OEEZSZR

T L, |
(8) %@%@#5%&@&@%%%%(@ﬁﬁ/ﬁ%%%%%<)@JJ
0.7.2)

FEIEE TREHE L TV RWNWEDHMORFIC DWW TEEHT D Z &,
w4 RIHERE 3 [EREFAREE)
1 [FF3e8HE | OERICHOWVWTIE., BREMEZSRTHI L,
o HRHICHIoTiE, [E2 BRERE 1 NTRRERIER - BOUEESIH

HE ) ODEERBRETHIE,

5 BERRE 4 (HRREFARERERSE)
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1 T hl-oTit, TE2 RIKERE 1 NERERIER - BIAUEEFH
sz RO TE3 EERE2 (&) 20 (F) NEBRERER - BERE
FEGIE] ] DEEERTLHI L,

2 WEHMEDOAFTRI (B.1.7.2) .

(1) XEIAEINREBEICIE. ARXMOFEA, FIITE. & (5). B
DIFh, BEROEEZTRTDOIZ L,

(2) ZLeRBFINEESIIT, BE4L. BRE, F24 EREAR, F
) ERETD L,

(3) ZOMOFERIZLAAEDREITIT, TOFEEEFMICEHTIZ
Lo k7. NGB EREROSRAITIE, [RER) LML, K&,
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7 BEKAL
B—<F (EH) TA=UrLeR#ETIZE, B, BHE LT —<F0%
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WU F R CEA) 1] 2obl e, MEEMOHE, ERAMIZEE SN =
A NEEFDEEFEALTELI IR,

8 HR. FE
(1) &BE
NERUTIREBEAT S &,
(2) #=E :
BERSRAROFRELRHL, NMURUTREBEATIZ &, 2L,
INREOBAITIIINEREED 6T TR L TELI AR, 2B, SEE
BIOHE, ERMICAFLEEREZOEEMMALTHLELI AR,

9 BEDEWERE
BEICBESNEZEERCETHEER - BUEAZERRT L&, FFHESS
EOBIER - BREIZEESE L TWARREDH 2 EELOBIER - FESR T
LpnWZ &, BERE L oIz E4 2 FRIIBIEERAES (2) o HERERD
EESOER MICHETIZ L, ZUARRWEEIE [RL) tRFHTDHI L, F
oo AERBHRCRBA, XTEESR2WEEAIE, RH) LRBITLH 2L, 2B, £8
A - BREWEDRBEREEITOVT, JEFERXES (2) © HETLIBEEDE
LR MICEE T L, :

10 BEEE - &HHE - BEIERE

WERE DT LAX—ERE, BEBE, BRE, HFEEESOBEEREII OV
T, FAIE LTE—RBRENPOBEINEZTRXTORESR, &HE. BEEEZ R
HT Az, EFEZEIICERTIEOICLERER, EREORN. FINLE,
 ¥EESME (psychological trauma) ZEDBHICOWTHEHTHZ &, HEFHRT
RE. ITERNRVESIE, (RBE) LRHT AL, BB, YZRREE - SFHE
c BEEREROISERZICET AERICHOWVWTHE., BIEEXES (Z) o IEBET HE
L ORERRREE) MICER#ET D2 &,
11 3¥rtH

BIER « BRIMEIC E A0 ENICERZR L, HBREMNET LEBEIC FET] I
EokH (B-A-RB) 2RETHE, £l FOAXIIE - HDHDH> T
ABEIT. Do TWAHEETRET LI &, AEFHRTRHA, XITFHR» 2V
A, TRH) CTHTHI L, |

12 WMEINFIFER (BTDOHE)
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WBRENET LEBAIEDORREZEHTHZ &, AEBFBR TR, XTIFHR
D72V GEEIE, TREF) LT 5 &,

13 WRBRERUCEELOFR

(1) AEEICHB 5RO EEETIUTOL B,

7T BHUESIERELBOLRRERVCEES (FRBE, mnEr &, )TV
CHREOFERHHTICER SN EERLEZTHTHZ L,

A BIEA - BREEDEE, BEMRHSICIVEER - BREEOFEMD L bk
BELBON55HE61E, HEERGHMTZOERERELS (REE, mL%rs
o, JIZOWTHERTDHZEBEE LYY,

v BIMOSGE. £, KomEin, fRFEL, FELEOCFERNLELNTVDSE
WX Z DM ERET L &, '

T JREBRE (B—HEE). TOMOWEE, TOMOEREMOIEICER T D I L,
WMERNROIBRED 5 WVIIIERELF—HMODbDEHE—HREL H2T, B
HBHHGET. RAE LTRERBEBEBENVLONLJEIZEE T Z &y

A BWEA - BRYEOREICHER Lt EESERE LRV &,

B SEEFAOHBEETEELAPBFETERVEESIE., BHEEK L THELX
RIRUN,

¥ RIVEREOHEIIT, SEREOn v NMESEZIRREADTIZRRT D
&, ‘

(2) 1REREL R UEREA

7 EARTERRBINTWIEELORTBLZRLHT D L,

A REABDOIEREOHEIL. RS EFEZRE T L,

7 NEER CTHRESBROBRREDUN DL OIX, A RES Z AR TE CRE
THI &,

T PFREOCRFEPHFETERVEEIE [UNKNOWNDRUG) &E&HT
5T &,

A ZEBERICEAHED ) LRSI TWRWEEIX. IRFEADRINIC B %
LEH L, EETHIEHBALEZSEIE B ZHIBRLTGENREZTI Z &,
[fe&f] B_OOO (JREREDFS)

(3)  —REIAHH

T —BRARATRPED DN TWAEEIX, TOAHELET LI L, £, Z
DAL, JAN (Japanese Accepted Names for Pharmaceuticals : HA[E 3
m— R L) EEELTCRETHI L, JAN [FRE - TR WA, INN

(International Nonproprietary Names for Pharmaceutical Substances : &

HLERE—RAT) EOAHRPRE S TVIHAIE. BREMEEATREFT
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EHLTHELT IR,

4 REEOBBREDEEST, —MUELHNEE > TOARVEEIR, BBREST
EXEEHTH L,

Y ERAKIOBEAIL. BEPRSO—BHNLATETET L L,

T FERZESO—RILHFEOEGE L LICARBEDOE AL [UNKNOWNDRUGH
LEETHIL, |
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WED—ROL TR OB EEE R JEERE S (2) [ZomsEFES) M
RETHZ L, ,

(4)  #pges

ETOBRBRERVEERICBV T, HYEESNLLN L EEXSORER - &
YE ~DEEIZ BT A BMITE 1S BEE (suspected) . 10 : D
(other., FAEZEA2Ete) ). T : #HE/EA (interaction) ] D HFHHEIR L,
EUFEEEMTE L, HEL, D bb—o0@RELEL I L,

(5) RRB§ :

BIF 5 DSBICE L CTRARSEREH L, 2BICRVWESIE, EENicE#E
THZE,

BFHREIRBWVWT, FRUBIROBETIE, FEURBRRIZEZONLERER
DETERBEZTEHT AL, BEIBABRHEOL S 2MENBRETHIH., F
ICERESNEMOERERIZOVWTL, BEORERELEELI b H D, ik,
BOREDHATIE, HoREREZRETHIZ &, AEFHBRTRA, XLF
WA WG EIEL, R ER&HTH L,

(6) HI&
| FRERAIRIL %R 6 TR LIEAE o — FIcit- TRET A Z &,
(7) ®BEE (B5E/H. EH)

M58/ F M 1EOREEROCZOEM, TEH Micixl1 BosE
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THIE, BREERRATELRWVWEES (HEE, Bk, 1EHOLKRMAE) 1, T
HTXPHENTREEHT A &,

(8) #H&E5HIH (BA%kH. ¥TH)
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(1) E=EHE
BE—RIERED BT 2 EERROEESEICBV T, LUTIRTTS ﬁ%v%
SETAZE, T, TEE) OBNIIHRRIE 2 7 3&F 1 EIZHEY, E—KRIE
WERHIWTT 5, RBEOGEIE [ARHR ¢RETH L,
—REFRFICLVEEL Shie), kEE
—RIERFICEIVEE L INT., EEE
—RERFICLVEEL SN, EE
—RIBFERFICLVEEE SN/, BEE
(2) BIER - AEF44
WERMRTHHEMER - BRREAEZTRHRTHZ &, %m@% - BRYLRE A 1Rt
5T 5 AAERMe d DR ANERHEICHINTE 284 Me dDRA—P
T (FEAZE) kO TMe dDRA— LLT(W%)J% EHEL., ThE
noa—FK%E () NIKEFHTHZ LN TED, £/, Me dDRAAGBEZH
Wiz ER, AYESIRE LEBIER - BikiEL% () & T MedD
RA— PT(%KEM*% IFEETHZ &,
(3) Fle#im :
RIEBHITEYE., BEA - BRREEOCKBFB SO VIR TLOEHEENS, L
L, BEELLIWIKT B LERREIOMA L bR ERDZGELH DD
Bl : TF7 47 % —RERO X S REHEOBIER - BYEDHE). #
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FERER A TH) K YV/hEZ2EA (B, o, B) TREHTEIHEICRHTD
Tl ERBRUKTHLOICEEZEMBEHINTHAGEIE, LT LY
CEREUT MBI,
(4) 3EHA
WMEGNSORER - RPMEORBFHZ2RHTHI &, ERERBMPEHTE
ROVEAIE., Ao TOWAEBECRETH I &, SEFRTREA, UIFHES
RWGEEIX, [RHA) EERTDHI L,
(5) #¥TH
MENBOEWER - BEQRER XNIEE R 2E&H T &, EERBM
MEHTERVIEEIE. Do TV HEE TR TS &, SEFRTRA,
NEHA R VEEIE, TR CEETHI &,
(6) BEBEBEILRERRE CORMERBEVCRKEENLREE CORHMHAR
BEBEORIER - BRYENRRT 2 E CORMER. 2 WIiTskEKs
PHEIER « BREENER LSRR EERENORET S E COREMBZ
SHT B L, BEBBADHVIRKRER L REEOEF N0 TN
25, BIVEA - RMEDRBR L-HBAEFICERR Bl 7F 74 7% —
D ESIELEROBE) CEERZR A Lmd bR WSKEMERIZ OV T
TV DEBRBEOLNTOAHERICEHTDZ LN TE D, HAEFBRTREH
ITEHRA VBRI RH) LRETHIZ L, BB, HREERFERETICE
VEA » BRYWENRBR L HEE. [BEERENGHEEE CORMER] MORKE
IARETH D,
(7) E=F
MElfg ), TEefR), TREITE), BB, EELERBREBEHY | ZRETD
T &, 2B, RHAOHEIE, [FRH LEHETDI L,
REWEDOERBEFE OHAIE. REE] 28HTH 2L, BT LiTE—
RIERELCIHERETEM CHAIREENBER - BRIWELET L OBERD D
NIFEETERVEEZ TVWBHEEEET, LEBNE-REHRIELCIERELE
EECH HMEEDEHFIC L > CRIER - BiE & BEXR RV E SN DHEIE.
AIEEHT T 2FRL2NWT &,
(8) EIEA - BEDCREIRA, ERRTLESOREE
7 EWER - RRIE ORI, SEFR O T TORIE ZRFMIC2RER
BT PRECERBRICREHEH TIZ L, 2B, BIWEA - RIMEDFHMDO LD
NELBbh 3560, BREREMOERE ORBICOVTHLREMT LS
B
BIER - BYYEICKT T 2 16RELERICEH T2 &,
v EMLEMELEXLNAHAE, fERAEE (GREREE, i, . RE.

N
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BATEE . BEMEE. REEE. IT—TNVEES) b, i TRHE
Té\—ko
T FTHICBNT, ERENTVWAESICIETIRFTRZRERH TSI &,

15 HYEZOER :

WeEEA - BRLEICOVWTOZE, REBGOFMUIEERHDL EEXD
N3 ZOMOBBEICSVWTORYELZDERLZERT D2 &, SEFRETES
ELSADEDE ﬁf%éﬁé\%@ﬁﬁﬁﬁéﬂéﬁﬁﬁézeo%E%ﬁ?%
B, MITBHEALRWVWEAE, [FRH) ER&HTDHI L,

HwEZEDER
) HEEL L TERBROREEEFNEELMLTREATDII L.

T E—REREICLAZHICHTAEECHOHBERR TSI LB T
x5,

(2) E%%@ﬂﬁﬁﬁ%@%kﬁ%ﬁ?ﬁ&é%ém\%@Wﬁ%ﬁﬁ#é:

L,

(3) #BRED— &%zﬁ#@mFAm WAL, BFISOES (TERERF)

RO 2RISR T DI &,

(4) HSEBHOHEEIE. HAELEOER TR, #EEFL LTORER LR

FTBHL, R, SAEBEROBAT, HECEDERLBROREEDER

FAERIEHTAEEIE. ThThOEREZXBILTRIBTHI L,
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(

= Oy,

17 SHOXG
(1) HEUEA - BYMES IR T 2 HEE OFFEIC %o<k%k % DRI
DWTRHT DT &

(2) EEEE~0ORE (EREFEENRO—ORREMEEICESEER
Tﬁof%é@@@ﬁ%%«@%%\ﬁ%ﬁ%ﬁ%@&ﬂ\ﬁﬁim%@%
DET. R EOREOUL, ARBHOEAE A LOEEES) 0K
’ﬂ%@m%%ﬁotmxiﬁﬁﬁa%mﬁhéﬁ%ﬁﬁﬁézao@%%@
~OBEIZONTIE, ZOFR (ERIEORN, BITEREMEFORME,
BREERS) 2 HETRET DI &,

(3) HEBFROBAEIE. SELEOMETIIRL . REEONSLEHT ST

Eo .
(4) BWEZBPERZETDHEBEIDHAIONTL, ERFEOETHT DT
ko
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18 HEFICLIDML/EEERD/ UIBHER / BEEROBELHE

B-RERRIC L VHREShZBIER - BAELREEPBELEREZHE
BSTTHEZ L, MEAZKHMAICTELEANR. TOELZTEH L. TOHESA
 RREEOZTRMICEH TS, AEBIZEAERMe dDRANSAFLZE
RT3 LMTEB,

19 HB-wERBRICLVBRESNLEER/ BFEER

(1) HB—REREICIVBRESNRERNZOBIER - REEZHELAESDR
—WIEHRECHIREFOTESLAVBERNEZRMT D2 &,

(2) HELBREPERLLEICLDERTTRIELLREM - BEHEICRW T,

NI S ANE m s ot N R R T AN ol T oo Ay S B0 =) . B NS
{D@ﬁ?jTE.L,{SIJ'IJ)&Vd:—E(Hlgl?f/J}‘O%%_)}-fu;ED/\TJF%@%!JHI/E/EDBJ FULFEMNF L5,

20 FoOMBERES (RESREME - A LOEETHERIE)
FOMBEERL 2HFHEFZLUTOIETREHT DI &,

Q EUESENHE LENER - REL 22 CRET D @EIRUNORNIE
A - BRYPER EETe),

@ “RETIHESHEERMEFA—DEERSETHIHE. REREHE

® —hETIHEIN-EMCETLENRE @ENEOERZED,) TH
2BE. MIEMMEE (AHME : TBIER - BYEL 200 bO00IER, H
BEIZOO%EM, ®REFERZ00-00ICERE] %)

@ WY FTIFRERIToRBIC. FORDBRICEVEERSENR L R-THBE.
B—WEE I N HmE S

® YUHHEICEETAERLOEER, AREFEOEMEEIREREE
DFLEEIE \
@_ﬁ—@%ﬁﬁ%%%h%ﬂﬁ%%&@%%fﬁ%#é%%ﬁ%6%&F%E
BIVEAREAISRE (FIRE) ] X3 W EBRREEARSE (TRE) | KBWTE
WHEEEACHEENITRETETHDE

@ ZEERICEDBREOMBEEDO—HEHNLEH, REEZFOFR
CEERICIAFEED D LEBINLTOARVWES, MEECESREDC—;K

W&, BEEZOEREZANTHI L,
[AA6] TR : FS+RE, 1H1E

FrEsntREE . 7 A3V E B 100mg #8. 1 H 1[E

® Zof MNEAREIEW  FAXSREZ2ToHmE FAXBREZTToLE L FAX
DB, BIVEAZHEZ EE L TWAHIBPICINE LiZgIfER - BBIET
HDHESE)

@ ZE—HAFR (BHREIOEMCHETRERENAFINGLH) EHREE
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WRET N XEREMo-ANERIBE. B RAFHLERDIELRES
NRETNEXFERE M- B EEHT DI &,

21 BIFExm

(1) SIAxX#E : |

BlAXE AR T 5B, EFXESHFEEELEERZES (International
Committee of Medical Journal Editors) (&> TREINIAV 7 ——H#
ORIy —N—FR) L LTELNTWA) I LB osTRETHIZ L& L,
EEL FEIOVWTHRETIZ L, BRBARENTHRVWEEIERTOF
EH L. FHE. YUHKEHOREE., YHEHOREEOFTERED DV ITHER
AT, EMELSPRHT AL, RARDERTH- THYUEZREDRMNESR
ELTIRHTDZ &,

BRI IR B 8 O T BN R 7 4 —~ y MBROBIAXRTICH 5 DTSR
THIL ERMERETEREES [EYEZMEF~ORBOILD DT~
7E ) '

N Engl J Med ]_.997§ 336: 309-15.

(2) HB4e%

CREBRS OWEOESIT, [EREERET). [EHEEL. R kU THE
R lERRE | SORBLLZIHTHII L, BOBREERLZEMTO R
Bais b DBETIE NRR) #R&MTHI L,

F7- . AEBHRICBVL L., AEBICIIRBRESSCHRET SEER - BE
NEESN-RBOBELTHT A LN TE 5, RROBEL I, BRFER,
BABBREER (F : #5172 (compassionate use) . FEEHEFE (named patient).
COMER) . TOMORER (F]  BREE, BFRFE, EPE=FJ T, P
MS%) #REHTE 5, BB, KEHEF (RAF¥—) ORRESKUCEIEA -
BYUENBE S ERROBESTHAOE ST T LEHMTDHI L,

22 BE—E&

BEWIERIED D AFE LEEECREERNRE LWL ER (F - BEES 53
k. Company Core Data Sheet(CCDS), Ef% (X#%). LEX., DEEE. Wl
DREE, HRmES) 2RI L,

23 RBRERVCLEBEORER
B UBIER - RMEICEET S REENRWVHEAES., RHOSEIE I
2L1 HBWE TR EE#HTDHIE, :
(1) ®m&E
WerElER - RMEL B EDHIRBEEE 2REHTHI L, ZOMBITHLN
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EREFERICOVWTHEH L THELIIZAR,
(2) Ef{r '
BEEDODEMNERHTHIZ L,
(3) WEHEBOEFHAKE EFGEDE
BIEHROEEGHEOKERVBELTZRHT LI &,
(4) BfF-HBR -
ERMAEORMEE, B, ATR&HL, BN EMIET 2 L ICRERBRER
HTB- L, REOKENRFTHOBEIX, FEEIIEESERIPHETED
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(5) FofoERoOFE
F DM, BEEEERHIGEICEEEHT DO L,
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FITEE R E T — 2 Z AR TEX o BAIE, AEEICZOERHT D,

24 BEOEEBEESICETHER
(1) BSETHIEEEROHERRKE :

KRG & E N EART A - DI MLER, R/, iR ORI, FIRLE,
%@%%%(mwmmmmmmm)%@%ﬁ%ﬁﬁf%:&oﬁwﬁrﬁﬁﬁm
B 3 5 ISEIE R ORERERIEEIR Tk 2 23 EAI & LT, HE—RIFRROH
Wiz k04T, ERER. ABHE. BERE (T VAKX —EE2E8D) L LTHE K
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Y I BE T B AEICOWTIE, BRES (2) © BETBEEDESEM
[ERRE MR EHTE L, 2B, FHAOHEAE IR LEHTDZ L,

(2) BURE - &0HE - BEEE
B, FIEOMIT OV TREET S Z &, | -
(3) hEBLMEA., REKTH

IGRB A E T I IEER T B RE, B, ACRET S, RER, SHELHIEr

ENAHEEICITMELRE T &,
(4) 1®E

ERE/R BARRETHY . CEIT L DRI T OEF OIRERE DO BRI
SEATFOER, TRIIERLBERIERNBEORREL ORBELZ T DI
B OBE R TOBERETLET D &,
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IS EBR CEREN TN E I D RBOFEIE, Thth [FREeL]
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8 (—) »b (H) BREBMER - RYVEER®REE]) © 125 FHEIC
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e DESER L BIER - Bk L OEEBEORELEHT 5T L,

[FEdl]
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