2
[
0x
10
fob
B 0X
0z
>

k—ﬂ
I
]
g
o

gd4 | d7w | 3% 3
THD: R FEAAE AL
@© 3] A = M= ant, o] E @ FAHE 120120056326(2012.4.27)
SAsa [T e

o] °F 14(120.0mg) %, EEYUIIAL(USP) 0.10mg

® A A o] ool BE3 Ad AA
=384 dnpo-ole g dyA ZLAEA ADHD #ttd) %5 (hyperactive)
@ AAEFTE|xE 309d%5/F9243 23 (combined hyperactive/inattentive) &+ -53
3} o] thgt DSM-1IV 7| FZA7]= 6 ~ 17 A ao} 2 HAdo Fo]24
Hps 5] (ADHD) X &4
o] ko] o 3zl WIS W X8 Q7T wal fEAoT Ao
of st}
FoA= HAH Al 0.1 mg AA 102 AZFs)of 3, dd FoJ&Fe Y3t
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Euo=
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YA F FAHF S FoEF HF A FAF
0.1 mg/day 0.1 mg
0.2 mg/day 0.1 mg 0.1 mg
0.3 mg/day 0.1 mg 0.2 mg
0.4 mg/day 0.2 mg 0.2 mg
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x oFgetA mEuldo] ato]7t OB E mg TWHE VEoE E 2
Ud AFoz gqiAzAE sid= & o
* FAE Foehs A% AEFCl 3 ~ 7 dvitk 0.1 mg & A4 &
= TR FAFS HHoR Foof I
0.4 mg/day (0.2 mg 19 23]) =35 o] <fe] &2 ADHD wis 4%
Aol B7EE A gteng AREHA e
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o - vl =: KAPVAY(clonidine hydrochloride) ER tablet 0.1mg, Shionogi
AHEE 3
Pharma Inc.
ojofE 9] ZEEFH A TAATFA (A FH A A2011-82%, 2011.12.30)
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YA F FAHF o FoAEF HZ Al FAF
0.1 mg/¥ 0.1 mg
0.2 mg/¥ 0.1 mg 0.1 mg
0.3 mg/¥ 0.1 mg 0.2 mg
0.4 mg/<¥ 0.2 mg 0.2 mg
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1) o] of & o] o FAHE ARIRES gt

2) o] 2 FIFS gRola loerg AFEQ A~ B A (galactose intolerance), Lapp
FEEMNEAL AFBZ=(Lapp lactase deficiency) =5 TEG-ZAHFEQ X~ F4-7 o)
(glucose-galactose malabsorption) 59 FHAA EA7F A= FAAA= FAstH <

H},

2. T2 Ade A3 594 A

D AEd/A4

ol of A& Al ST & et Ak AE g ¢ AT A CAM A
AFaAE AAY 71842 B b= ©] o 0.2mg/¥ F A -4.0mmHg, ©] °F

0.4mg/¥ Fo A -8.8mmHge| 1, FA7|E4e] Ht Wste o] oF 0.2mg/¥ Fo Al
-4.0mmHg, ©] ¢F 0.4mg/¥ Fo Al 73mmHg°] Itk Ak P Ast= o] oF 0.2mg/Y
Fa] Al -4.0%](beats), ©] ¢F 0.4mg/¥ Fo Al -7.73] 2]}

PRGN FAA ZF7] B A AFEHE AAT Tzﬁ]@%‘ﬂ He W= o] oF 0.2mg/¥
Fao] Al +3.4mmHg, ©] ¢ 0.4mg/¥ F Al -5.6mmHgol 3, 478t e] HF WHele o
°F 0.2mg/¥ o Al +3.3mmHg, ©] ¢F 0.4mg/¥ o A -5.4mmHgo| Ut} Aluts 3+
H3l= o] oF 0.2mg/d T Al -0.63], ©] ¢F 0.4mg/¥ Fo] Al -3.03]0] Yo}

A5 A2 A, 8% F7F 28a A5E B 5 FrFoZ Hukpel doks A3 ok

ot g ATt ZAaE g 7] wiEel A8t ARE, AW s AEH 28 Yol
AE Aol A o] oFS Fdt] ALE3sfoF ST

Al Weo] IAY AE 7]a“ AER}, A e gt Zo] AAls BAATY] A&
FEe FAE A5 o= £ 7]&oF 3ot

T¥Y A EA E=e ol ”‘ﬂﬁg AEANAY A4 A8 S7HAZE F e o0&
FES HEFA FA FAAA o] k& Fo st AR&afof gt

2o A g == HFE(overheated) H& AS HtE=E Hsof st

2) 13 9 =4

SHH IR AFAIRFA £33 BH o] gHkgolt.
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AHESE7] Ao, B AR &l g JheAdS o ot
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ADHD Zolol 4 o] ofo] Zhatzel & R A8 Hrhd AL
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HAE)S ¥ 13 2
¥ 1. X877 B¢ E5H4 #FH o)Ak
o] A4Hk2g B1F A HE (%)
o] AHul-g o] ¢F 0.4mg/¥ | °l ¢ 0.2mg/¥ ¥
(N=78) (N=76) (N=76)
=g 31% 38% 5%
55 19% 29% 18%
FER 55 13% 20% 17%
SR 13% 16% 1%
AN E0d 6% 11% 4%
A 6% 9% 3%
AT = 6% 8% 3%
74 8% 5% 4%
o+ 9% 3% 0
o2 & = 3% 7% 5%
i 6% 4% 1%
2 2 7ol 5% 4% 1%
H ) 6% 1% 0
Az 5% 0 1%
H| &Y 5% 3% 1%
A Z7} 1% 5% 3%
Hlo| 2] 24 ¢ Aol 0% 7% 4%
A} 1% 4% 3%
A5Z 0 5% 1%
Bl Q5+ < 3% 3% 1%
i o)l Ty WS- 1% 3% 0
&4 1% 3% 1%
2] 1% 3% 1%
A 4% 0 0
ofeZE 4% 0 0
ANZFdA FAF A 3% 1% 1%
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(hr*pg/mL)
hT .« (hr) 2.07 0.5 6.80 3.61 6.50 1.23
Ty (hr) 12.57 3.11 12.67 3.76 12.65 3.56

@ &ob 2 FadelM thEFo] okE3

ADHD7} &= io} 2 AF4AE (0.1 mgd 1€ 23] 9 0.2 mg¥ 1Y 23)olA €4 E=24d
TEE mg/kg O VIFoE B 0 Bt B2 §HS Fo B Aot © Aol

pESto] e ARJAEG =} Aot H HAWA AF As AAE (CL/F)S 189
A= AlolA #ZHE CL/FEY E¢th oA F2Ud $5E 0.2 ~ 0.4 mg/¥e &%
ool A FoieF Frto) wiel FhE Y. F2Ud CL/FE 0.2 ~ 0.4 mg/¥9 &3
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1. 719, 24 3 AR 2 A=

1.1

L7149 2 AL
S EYUHHEMLUSP)Y BT A AAZE v= 7S 242 ADHD 285 4173

"

1.2. °gz871d

ealphaZ-adrenergic receptor agonist

2. TEEAAREYSSTH 42 J YETH 2 B} A= - AT YT

3. AR #AF AR
A7 BEAF: 257T/60% RH, 2471<L
JFEAE: 40T/75% RH, 671€4

4, S4 4% A=

.
D

2}
D

NEEAS YA PR

AAF TS5 4ANY

‘Ten-week oral GLP toxicity study of Clonidine HCI in juvenile rats with a four-week recovery
period

ALY S YA EA R

7] Bed g FHs 2 27 SN

Fertility and early embryonic development study in rats given clonidine HCI from 3 to 13
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6.1. 93 A EA5F(Clinical Data Package, CDP)

AFANFRAAAE  F 41 (144 24, 24 11, 3% 27)

1) CLON-101(1%): Single dose pharmacokinetics of clonidine following administration of
CLONICEL® (clonidine HCI sustained release) under fasted and fed conditions and of
CATAPRES (clonidine immediate release) under fasted condition in healthy volunteers

2) CLON-201(27): A double-blind, dose-ranging study of the pharmacokinetics and
pharmacodynamics of clonidine following administration of CLONICEL® (clonidine HCI
sustained release) in patients with mild to moderate essential hypertension

3) CLON-301(3%): A phase III, dose response evaluation of the efficacy and safety of CLONICEL®
(clonidine HCI sustained release) vs. placebo in the treatment of children and adolescents with
attention deficit hyperactivity disorder (ADHD)

4) CLON-303(37}): An open-label, chronic exposure evaluation of the safety of CLONICEL®
(clonidine HCI sustained release) in the treatment of children and adolescents with attention
deficit hyperactivity disorder (ADHD)
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