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MEFRGH DG, %, — NS HEEMMWE GH, &
FZGABERG S, LAREE,
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B0 T B AR SRR R AR P R E L W,
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4 b 7 BF AR &S0 1] 69 T Ak AL AR AP BR T, X9 T kAL AR A0
MEAEZEIRITOr T EFTHERR. SN2 A R E 2S5 AE
St EMLH
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T WA B R ERT  BAT AT HR3

a) FEfe® HHLAE;

b) 2842 i} THAT B AL E PRI I ;

c) MMLHIT. FHF LAFRY I,
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A,
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R REER R B W a9 R A F AR AT TAE WA, AR &SR Ay
Eai%%WW HH iR AR A B R BRI 89 T Ak Al 5 AR A B
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1.3.1 [ALAFRG]

(FREARERBRIES TH &) FRENE, KEIHREG
BLARE, REIANKIE, A B LMEFZERFAKIRA
RARBHHRGBERE L, 222 LFHLE L,

A Z S B AR A P T AT LRE, §FELELTR, Mk
REME AR, AE M, BPAFIZ AT A R A B R A P& AR 64
MRXRAR LRI BF S 5k F. MMEK, BPEAILEGRSEENT
A, REARFIAGRRERB LA ZRTEFHY. REN, BE 2
A8 KAZ ER BUAR AR K 48 7 o

KFAMEHITLREN, BLRFLALELTSEORRR. &
At E, BREFRTARKRBPALRE, BF T2 mhi
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EHL LKA ERTH TSN EXRES,
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R, A, BIRAAMA., KB BPFREEE, URNHELEF G
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RRIEI B TG ENAZ N, RE BN BARE R4 6 45
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SATIE . RATT A A A B A B AR, QA6 itz R 4%
RFFNEAR. A ZF RO EMFHI TR, Ko THHE
LEM IR F AL AR 5

1.3.1.1.1 [FFABr B dy45 2]

A W B AT a9 O R AL LAE T BAAT LI e R AT I
e R B B A B e AL TR 3% 9 B

a) TN B B KRN, &2 K Fet
FIRIE, HFEAFELFTHF AL, IANAMBE EZH AR
R o5 AR A TAE,

b) TeARATM £ : Zh4hst NG RIXI AT %, Q&M it iz,
N R Fe L FH R, VMR P iF s NG RiXEE (Investigational
New Drug, IND) . = &2 H bl eI itE. IAY
BEANXBERIE, BT, BRI FhEZFRIE, AT
T LA,

c) W ARME: 84 1-3 s RiXE, ATEARTRIESHYHY
A Bk, )G T VAW iEF LT 7T (New Drug Application,
NDA) . HRARKE, HKABWHBEEFRMALZRS. BRKEIL
. PHAPMERFARZCH LK.

d) WL THME: BRFRC EF, 2 F i B9 s B,
4 30 RIRIE, ENEY B F E—MEOALRERPFEXT
%, RALLTRAFEREXT ZSZEeMH. AW, THRIR
B AR FE N AE 69 AR
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WREF A KAZ ERG CATT. FIEZRE &EAT AT,
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FIHERBARK T EF. OTEAMWESFHLGOKEAIE, TFFE
12 & BN R IAZF HERERS

1.3.1.1.3 [ 1Ak iT4E]

FIWTAZ 8 & G 2 4k LA SR IR B 2 09 B LM, @ FEfE Rk
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1.3.1.2 [£ZHr e H LALFE]
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L EFJEAZ ARG Tl AR @ TR

1.3.1.2.2 [ Hfa M i74E]
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