DINGAAED Y
A5z #H)

XAl & A2 5 F (Investigator's Brochure, IB)S th&-9] W&o Folste] 2AJ3H

B 44AAATL GHAE B B s A D ol FFENSS W ols et

= -
S, QAAEel BT F b 55 A4, B, FelAgel gl B olssA & &
=S s Aotk olU@ ol YFABEFE A F83 BelH, A, o

sk okEShE ok ely, =AEd A A H(physical, chemical, pharmaceutical,
pharmacological, toxicological, and clinical information)o] <73ttt TE3F Alghe] tfal 7]
& AP YA kF kel FAst QA EAANA AAA DLt E A T

of Al @ o] eFEnkS WAl A] oo th3k A2y} A Ao 3k x| & Al Fste]of )
1. 99z el 13 A8 (General Considerations)

1.1. FA|(Title Page)

gD A A, dEAEEFE AFH(REY) # AW (E ) 1B
FAdar . TIAS NGRS A A dFdxpel LA E A ZA)E VAT

=
]y
=y
1.2. 7193 4A AF(Confidentiality Statement)

AFA G2 2} 7F AT R A AR 3]0l AAdATE F B[ AIE i
Ane AT 428 A8 BE AUEAR GRS o] a4 193] )4
2. 2 E(Contents of the Investigator’s Brochure)

2.1. 5*(Table of Contents)

2.2 8 2K(Summary)



A (e

-

s

el A 7] e =]

-

2.3. A1 Z(Introduction)

ﬁo

ZA(Physical, Chemical, and Pharmaceutical

et

ke

wl
=

93
tol 714

S

A
&
ok
2

Q

A

A%t

Properties and Formulation)

1

S

2rer

1

S
pul

A o

]
A

O

MIEEE

e AgaA ANs

E

Al

kA

o
ol

23!

o
.rOU
B

ol

T

To-

FARE e

she] P24

2.5. 9|94 d+(Nonclinical Studies)

2.5.1. A &(Introduction)

7

)
u})

73 °]

o

s Apgol Al vhebd 7bs

t‘gy@

H}

Fo} o] gofel =

T

k)

Fe 714

°©

o
‘._W__.O

!

%

s
TR

23]

==

2o

;OO

o)
ojn

)

0
ool
W
J_HO
;O,._

dHAAY ALE ThE

of
of

frequency
intensity

and
or

% (Nature
= (Severity

T
T

A

g]

: mg/kg)(Unit dose (e.g., milligram/kilogram (mg/kg)))
pharmacological or toxic effects)

= T+ (Number and sex of animals in each group)

] ZA} 7]ZH(Duration of post—exposure follow-up)
A} (Results, including the following aspects)

F A X (Information on systemic distribution)
gt

°
R

Y

Fof &l (el

(Dose interval)

(Species tested)
O ¥4 Z(Route of administration)

of o

X O
= =

Tl

=
b
.O]_

x4

oA F
pharmacological or toxic effects)

=
T

O Fo7) 7 (Duration of dosing)

O 7o
O v+

O



a7 EAs= A ZHTime to onset of effects)
- 2379 79X (Reversibility of effects)
g 77} Z]é} + 7]ZF(Duration of effects)

A4 (Dose response)

ggel Ropl i wad Eabel SFWSH, AFel e BAH, A AT
5

Egete] Aol A wEE M Tag Abdel dis) AR AW
o

2 o
N
rlr
)\
5=}
filo

) Mwch 2 AR ASe] 0 HE 4We LAk oleld g Ao o
% wojgate] gAAel vdl WS ETFBTh 5P A9 mekg Sl mr)
& "oz aE FEolA] Hlastelof gt

2.5.3. =A< 538 2 A (Pharmacokinetics and Product Metabolism in Animals)
ATE EE s=ToA, dFAA LR s, AESHA st Ao ol
Qofth. A g tE A T dAbze] F, e B A AUl 8E, oF
E4 9@ 544 AF AL gig 1 #[AdS HESH

5 A & (Single dose)

o] &4 A &l (Repeated dose)

3] (Carcinogenicity)

- SFsAAAEE - ASAAAE 2 A (Special studies (e.g. irritancy and
sensitisation)

- A2 kA =X A8 (Reproductive toxicity)

- F AR EAAAE (E AW o])(Genotoxicity (mutagenicity))

2.6. AFol] gk g (Effects in Humans)



J

£

5t

5

Fpol

of i

2t

P elal vbe

s

o

bol A}

S

115:]1_
fl oF

[

3T
X

SHAl HE

5

2.6.1. A &(ntroduction)
A

7! > of BOET T o B )
= = o c) wE TR Jo
m Nro = ) 17F
T =} ,How.._ o ﬂa ﬁl w Wo
™ - Jo T Ao No = =0
w R= 1d_.|L ~ o) T do M_W olo = =
o~ oy T oo R/ & "
olo m or TR H = ~ - 1)
£3 = o Mo _ iy o o
- Q= op 9 - o W o M " o
= § = 2° s Moo B o N+
= " Fa - &@ﬁi?ﬁ -
) 5 0 T N b aom
oy 5 oo s < Mo T o
T oML B o o @ oW o _
A ~ 0 ~ - fite) 0 —n
B 9 ~ Woof W o
Kl ..m Mo 7T o Wﬁ J) o T m&nﬂ# )l T
— ) — ¢ . J
° S BE L %o oo oD F 0w
= 2 TRy ® ST g i
T .w MM ™ RO o Bo We M o n _Lme o 1 N
RS o — ¢ X g o do X T
R 1m or ,ma Mm N o= \W/ MM s o = ﬂm W e
s § 9 -0 S S Y g Mm oy o w or
<0 ojo 0 ofn S o o A
X m — N X x 5 T o —~ T o 0
oh 5 B b do - <0 a oL o X s B oW
g o~ 0w g B oy oo G 8
— a® X m_-A _fou o=l 0 o ‘UEH ﬁ —_ O_H ,O| fite) ﬂ,ﬂ
2 =~ O < 0" go .. = — oF do
M L T H5YT 5 T X gopd o P
= = oR mo o] = O M ©o
Hyv dl o . < %o Jm r.m XK & ~ & = T T m»ﬁ
i R o o o & W - oo O
0 ;.Ow_ 1J| 0 O#O = A _ N~ OT m o
R b 7 R T B v s T = < T o
% P IReY@EE.s @ I TS0 F
T woode I e ok X g o T o &
o o of &) " OB © X 3 of XN o om o= ° do 2 Gl
@C o X ‘_I o .I.X X ) o) ‘_Ll
Xk EREmbg o owwa B ®
TROS TP hyTRT N Rog o TR w
_ﬁ.o ﬂmﬂ AL ~ A — X - A —~o .
~ oy T T RO R %0 N ~ oA X oH o —
M < ol Toor W o ™ RN
= 0 o do 11 Lo o mm o = =
B g oF 6 <X T KT B
[a\} [a\}

=
K3

1 7H) 7}

sl o)

S

& o of

S

PAL E2

g7
o

I
N

=

=

A

=

=

s71e =)
517}

[e)
(Summary of Data and Guidance for the

}

)
pal

)

=

3
T
A %

S},

}

0]
O

ol oF
9]

=

=

o] ol o

71 A

o AmjHAY F&

T
=y

j
.

sl
EDRRLE

ol
=

A =7k

Bl = 944 362l
dole f.of

==
K3

2.6.4. B &3} (Marketing Experience)

2.7.



Investigator)

4

fokstolo} @l

R

o] o
=

%

G
ol
X

[
=

N

AHE=

=
i

7ol



