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A RIMER - RYYEOFEEH, FHBURFHSEIC L AHWER « BYEOFHI O B b B & M
LD HEIEL, PR 5 WM a1 O HESE L4 (RPE, %S4 5T, )icon
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¥ EYYEME OLAITIT, SRIGBEELOEIRGLOr v N E S 2B AL O
EHLAL DO TICFEHEHTHZ &,
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sz,

(3) FrvedlfH]

AEBEITET ., BEMR  EEEORBAH 2 VIR THrOHE IS, LovL, H
BLHHDWIEHKT R EFSHOm & bICHARAE RGO L2, (B 77
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16 HHYEHOE A
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(4) SEBHROEGIE, AEEEOBATIERLS, #EH L L TOoBERZER TS Z &,
¥, AMEEBROLGE T, SMNEREOER L BAROREE OB REZREBICFHT S
BAlE. ENEFNOBRAZXKNL CR#iT 52 &,

18 A& D%IE

(1) MSEXEIEA « BRYYES KT D HEH ORI 5D < MLE & A% OxHEIC OV TR
#HToHz L,

(2) EFHBE~O®E (GRS & OV — O BR e il £ (2 S & L[ TfT-> T
WA MO EFHERE~O®E) | FEHPASCEOYLET, 1BRFEMREOLET, M E
DEZOHFT, ERBHFEOEEHEE (A LOEERSE) OUGFTE OB 21T 121X
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FEICEOREM, SETIRREME E o5k, EEHEAS) 2 0 CRldT 2 2 &,

(3) AMEFEROEEIE, AEBEOMIETII R, #EFOEETHT L Z &,

19 WEZIC L 22W4 EGRE L O SUTRIER B EFR OB
B IRIE IR K 0 e ST RIER - JHYE & Wt B 03 e & etk & B S 1T T

ZL., WRRTZEAICTELHEIE. TOEATH L. TOHBEZRES OB RMICE

#H9 5, AEEIZAAEBMe d DRANEAGEZHBHT L2 ENTE D,

20 F-RIEHRFIC L0 HE SNTEWER A EFES:

(1) B—RERBUC L0 WG SN RERNZORIER « BIYE 2 Y EF OF—IRIFH®
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(2) BOIRBRZENE L7-& 2 X D168P CRELLZEER - BYYEICRB WL, 1Ry
FHEEAT ST EVRESE D O o lE R OREWER - BIYENZ ST 5,

21 ZOMBEFHET (BREWE M - 1 EoEERREIRI )
ZOMBEFRRE R L FHAZLTOIATHEHT L &,
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@ HYEENRE LRER - BYJEA Z 2 CRdid 5 ERIZLSNORIER - &
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® 4B T A EorE, ARG OB M TR B 2 A o
I
@ [Fl—DHENER 2 £ E iz OV TG T 2 BERH H56.  THMERIE
FUEGERS (k) | X DAERGEEGIE  (Hkiz) | 2BV CRRICHR
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BirFeR s (RBRENWERISHE) 21T B e WME A, BWERSERE 28k L T2 1
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HWMEmol-HEmfiT562Z &,
22 SIHSCHE
(1) 5IH3CHEk

GIMXERZ BT 255G 10T, EFRMERERELEBRZ B2 (International
Committee of Medical Journal Editors) (Z& > TIREESNT-N0 7 —S—HK (TN
V=R ER ] L LTHLRTND) ICLER->TRidiTo2 L L, HFHEL, &
BUCHOWTHERT D L, BENARINTOWRWGAIZZO ML, £E, 4
ZEROWEE, UEEROREE OB H WIS T, ERFEE LT
LTl RAKRDER Tho> THUHEOIRNER S LTRETSHZ &,

Fek 7RI 2 B O TAFHER R 7 4+ —~ » P SROGIHER T H 5 D TERT 5 Z
& ETMEEERES EIEE s TEFPHEEEE O 72D 0PN RO £, W, mE.
B LU BT 285 )

(2) HRBrg s

RO OWMEOGAIX, MEARRERAE] « TRERE) . ek . [HGER
TR FORBRA LT D2 L, B OIRRE EE L7=F 2T 51BN 50
HETix AR Zi#do2 &,

Fio, AEBERICBO T, REBICITHBRESO®E T 2EIWER - RYE 3 #1252
SNTERBROMBEATLHT 52 N TE 5, ABROME & 13T, BRHER, EARES
R () : BB 7 (compassionate use) . fEEHE#H (named patient) TOfE
M) . ZothoRER (B FRET, EHRET, EhE=2V 27, PMS%) %
R TE D, ok, KEHE (AR —) ORBE S LURIER - BIYEDNBIZE SN
TRBROBENAHOL AL TRH) LT o2 L,

23 B
F—WIERELOAF LB HMEEDRA L TWDLER (]« B 5 STk,
Company Core Data Sheet(CCDS), it (X##%) | LEX., Biek, FHPEOBE
Fr, FIREEE) AT D2 &,

24 A K OMLE DR
FELLUTZRIWER « JRYYEIZBIE 3 2 A R WA, A OGS IIHmAEOMIC
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(FEIZ7Z2 L) BDWE TR LFt#iT 22 &,
(1) B
VHEWER - BYYE L O b 2 MAEHEA 2T 52 L, ZoMIcF bR
FERICONTHEHM L THAE LA R,
(2) HfL
BRAEEHOHNMNZLHT D2 L,
(3) MAEE OERFFFRAEM, EF A
THIE 3¢ 00 1E R OARME M OV a2 Fisi 2 Z &,
(4) Bff - fHR
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5L,
B AN RAREAT., HRES (2) o [ZWHcBET 2 BE &K OULE O R ]
WA R AT 22 &,
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ZOM, FEEEEND LG ICRE T &,
(6) Wi BIEd 2 s B OVILE O fE 5
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EERICERET D2 L, o, RIEA - BYYEIZBIRO & D AR A LR R iR A
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TRIRIE K ORI BB IR T 2 03RRI E LT BB —RIGHRIEOFIBIC L 0170, I
A, BOHE. BIERE (7 LA —EL2ET) L LTE - RERENOHRE SN
DETRCELMT D2 L, 2, EELORIER - BYEICBES 2 HEEIC >N T
X R 8 (2) o [BEd 2 EOEEKLMEHE MiciidsiTsz L, ok, R
HOLET TAH) Lit#d 252 &,
(2) JRERE - GOHE - BRI
IR, Tz oMW TERE TS Z &,
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GUEICBET 2 MELTER T 2 2 & R EZHRE L T RWEE IS EEHR T
BEEMTONIZNE S AR OSGEIE. [HRECI2\EOFE] iz, £he
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HZ &,

7 IR HE R OER S EAF LZE RGRE)
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Tz RO TR o b @R LEHET 2L, v LR#LizgmaIc
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