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1) ZAEEH
B 27 £%L HAe #Age) 1Y 13] 10 mg E=& 15 mg YUt
o] ok FANEIW XA, 19 10-30 mge] §FH A =€ 5 3
AR .%% o FoFE FARLHA 223t o Bad 2571 H7) A F7t
2 ANAXE dEUG
2) FFA Aot AEH 2F & EALEY] A7
G509y 9 gEoly dxaie] RrayogA AR 27]|EFL AAL9)
FARe] 19 13 15 mgPyth 946keo] wel 19 30 mg7tx] FFT
2 g&Uth QAAANA 1Y 30 mg 27 L3 FrFER ks
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3) Fa e N2 FALHEA

71Ee g9eAE B 4 A N BF 27)1&FL A9 B
Aglol 1¢ 13 2~5mg YUt F29-240] X5 RIIQHARA o] <&
o fEAL 19 2~15mgl A FHHAFUTE o] ke 15Y o9 317
o2 5mg o|3te] £ WM FRAoz FHIHor FU. FA¢E
ol N5 FrERHARA o] ko] F7zk Ao g FEAE ATE
vk glEyoh

Zo}

1) AL I

AR TS Axtet BAGol 19 10 mgdUth FAU(13-174) At o)
s} 14 10 mg % 30 mg &FolA ATHYUFUD o] §, 27] 1Y §FL
2 mgolgle, 29 o]Zd] 5 mg TA] 29 o]Fd) 10 mgoE Z L
Utk 2 o]F& 5 mg B2 FaAeUd. a4, 19 30 mg §FL
19 10 mg §FRTH 7oA FkgUich

2) F=9 Folel BER 2F E EANSIY A8

Eagoss A4EFS AAsh WA 19 10 mg AUtk F34 %
of T¥L 7FA 240H10-174)) &x}e tha] 1Y€ 10 mg T+ 30 mg &
Al AFEHAFUT. 27)18FL 19 2 mgo]1, 29 ] 5 mg, tA 2¢Y
£ 10 mgo 2 ZFFUTh 1 o] FE 5 mg @A SFshor FUTk

3) AR BEE AVF

o] ek Zol(6-174) A Fe] BAle] thal 1Y 5 mgHE 15 mg &Fo)A
ATHAEFEUT 27]8FS 19 2 mgolx, 1Y 5 mg7tA] FFaof 3hH,
ottt 2 ofFel 1€ 10 mg == 15 mg7tA] SFFYH. 1€ 5 mg
A EFZEL HAR 1F o) NFHE FI FAHOE o]Fo|H o}
Ut o] oFo] £Fe WA H Hkgo) we NEH oz HEH ok FY

2oH(6-184) AR BA e 1Y 2 mgRE 20 mg &) A
FEAH0 YEHRAFUT 27) £F& 19 2 mgol T, 25 o)A 7
T 5mg BYE Wmg7iA HAFoE 2P o o] S
g0 ge} AgHos Hesolor FUT.
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o] oo} FARAWN FA2PL 4L ol e FHAYLE T2
FASE FAEEE FXE dFeZ Ao thH] 19 15 mg A A
AR i dAAES B3 FEAHC dFIAFUS FFAE Fol 1
Fol ) AALHL Ha 63 ol o HAZLMORMN 1Y 15 mg EE
30 mg) FAZ A E BAE Ao E & YAAFL B3 a0l I
FHIAFUT FL-FN A5Y Frtayd dig FALHLS HIHEA
ks

FRAaMe HeAe 2R 8 AL FrIHeE AP HojoF &
Yok

Zo}
BAEEDE Fad B4, FIHF) 139 Lok 87, AAFR 2o B2
2 AR 2olddel N fXaEe BrhEA Ggsuh

A28 BaNE AP Ao PIA02 ABA Sk P
A 34 0E, 4%, 4%, 94 2 9% 22 53 U 7] A4
o AUHA GFeEE 37140 A BUHGE GUI.
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71Ee FAANHFAZRE o] doz AP A JIEAAY &FS
M8 EolHA o] efo] FoE AlF st Ao P AYEUY. WEE
FRAY R FE FAq7HE H2gsoF FYTh

4. CYP3A4QA| A, CYP2D6A A A|, CYP3A4-§T= A $}9] BHEA|
o] ¢35 CYPIALYAAAEZVYE, ZHP2=Erto]Al), CYP2D6A A (H
UL, EFSAE, 2 ") 7] HE&FAA o] oo &g wroz ZHAAA
of FUth o]E9 HEENy} Euyd o] <9 £F& d &FU= Ut
AlAE Ut 3pA|Eh o] o] FR 98 A B HAR FoE wo
=, 1. 3) Fo&F N5 BILHA S 71" ve} Zo], &F9] =
A glo] FoEojor Pt

o] ¢35} CYP3ALFR=A|(FFEutntA|H) 2] BE&F A o] ofo] &7Fe Fl
(20 == 30 mg)7} FHojok FUth si=ululA|AY] BHEFH7F FUE o
ok B2 TA] TAA A FY
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partial agonist activity at D, and 5-HTia receptors and antagonist

activity at SHT.s receptors
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= - ul=: ABILIFY(aripiprazole) Tablet 2mg, 5mg, 10mg, 15mg, 20mg,
AHEE S
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<29 1> ANFAE - opulE o] d 2mg, 5mg, 10mg, 15mg(o}e] 3]
ZobE), @39 274 )

O &%« &% AHEY FAA}E tdaH 2ol AFsA=

1) 4

- B 27 %L AAbe ARl 1d 13] 10 mg £ 15 mg dUth o] 42 FAUZEEY A=
A, 149 10-30 mge] &FEANM =42 F AFHT FAZFS AL =Lste to] 283 2F
7F 7] Aol STMIAME dEYT

- AL o] oo FAREHAAN FALHLS HE oY HE FHNELGE FAE IFsE A
g A2 A eE A el 1d 15 mg §FolM AL o Fo iy YdFAFE T3 FEA
FTHASFUS FA8HY Ha4dS ZAs] A8 FAEL FVIHoE ABIE HojoF Yok
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2) A 2d(13-174)

- AFEFE A #AIGC] 19 10 mgdYTh FAE(13-174]) 2xtel s 19 10 mg & 30 mg &
Zo A AFHJAFUG. o] uf, 7] 14 &F2S 2 mgoelen, 2 o|F 4 5 mg, tA] 2Y °] o 10
mgl 2 ZFHIPEUY. I o]FE 5 mg BHE FFHIFHEUT 28y, 19 30 mg £FS 1Y€ 10
mg §FET EHFHo|A] FUFY

- AAELEE HAd A FALES FUHEA Fdsy FAEY 2e4E ZA3] A8 A
71802 AH7L FHojof FUTh A FA4 UE, 4, As, A 2 g5 Y 53 #FHEst Y] <
Aol YA FRoEE HU|HoF AFEA ZYEHoF Y
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3) e FRAYFAN WA
&) FHAYIAZRE o] oz ABE AP NEAA §FE AN FBA o] o] B
£ A% S Aol b ARUT. gy FRAYte] T8 2arize Hasor FUth

2. G4 Bolst B#8d 25 2 EAMF A
1) 4
-g5ay B fFoly B e BxaWosx AR 2VEFE YAk BAglC] 19 15 15 mg
dutt. JAEkgol met 1Y 30 mg7tAl SFE F AFUT YA FEANA 19 30 mg 27 &F2 H
A ggEUT
- FARLH: FFA Al 1FAM FALHEHE FHE 6F o) °l GEF2gPoEN 1 15 mg E= 30
mg) T2 ¢AsE BAE FE T dNFEE T3 FEA ?J%‘—Elﬁi{%qﬁ}- FALHe 28
4E ZAs A8 2 A71He2 AHrtH oF FHT-




2) 20}H10-17A))

-gEeyozA FREFS Aake BARC] 1Y€ 10 mg YYth FFA Aol 1¥8E 74 &o0K10-17
Al) g2l tis) 19 10 mg = 30 mg &4 FaAH0] dFHANFUT 27§72 19 2 mgo|3L,
29 F4 5 mg, thA] 2¢ Fof 10 mge.2 FFFUTH I o]FE 5 mg THE FFoF FUh

- FFA 189 Lot EAAMN FALHS BUHEA gyt ALY Beds 2AHII] A
3 A71HoZ ARt ook FUh A F4 2E, 47, 4%, A € P54 5 FHEIS F
7] &gl FEEA FFoERZ AHU|Ho R AFEA ZUEHHoF

3. 729980 AR RALEA - 4
- F1Ee F9eAE BEAE 4 SR 9 AF 2718 A48 BAYC] 19 18 2-5mg
Utk 729289 A2d $ALAZA o o] fEHL 1D 215mgeld FHUS U o ke
1729 o149 ZASE 5mg o)) £ WANH WAHE FFshelof Ptk

- RSN FaseRel Aze Rheyel UE fAeMe FAEA st FA28e "e
Xe 2RHY) 98 BAE F71Hoz 4B Hojok FTh

1 AAFNG FAE HHE - 2o}6-17A)

- o] & Aol6-17A4) Au| Ao Bl ths] 1Y 5 mgHE 15 mg &AM FEA] dFHAFUTH
2718%2 19 2 mgolx, 1Y 5 mg7tA FHFsof 3, ositd 2 o|Fd 19 10 mg =& 15
mg7tA] SFFUT 19 5 mg7tA 8] §FEEL Aok 1F oY AL FI HAHLE o|Fo{F o}
U o] o) S-S by weo] B AuHoE B olol FUT

- AE o) Lob EAelA FALY LS HUHHA dkesyn FALE] Bade 23] Al FU1H
o2 AF7F Hojok Funh. AL F4 2, 47, As, A 2 FFT L2 5H BHEs FY] FAHA
o] FYHHA FgoE HrFHo 2 AFEHA EYHHIF T

5. FAZ - A0H6-184])

- o] k2 2oK6-18A) FARZ Bt W 19U 2 mgHE 20 mg &FAA FEALC] AFHAFH
27143 19 2 mgol3, 2F o4 AL £ 5Smg B2 HFAHoz FFPUL o] o L
WeFg s whgo wat Ao FHEFHojoF FYrh

- FAR) &ob A FRLME HUHHA dgsUn fA_He B84& BT A8 71A
L2 AFIE Hofok Futh AL T4 2 4%, AE, AA H T ¥ 57 FEst F7] A
o] AYHA FRLEZ HUIFHoE AFsHA ZUHHsF G
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FoEFolY Ve XA FES we Lok Fad H FE AU
A7k Slokol Wa A A BEAL D) AR S
EE FHE AUAAA o oy HvE FeeA FAE A
oA B4 AFHA LesoF gt

Wl ATON UAE 23 AANNE Q4T NI A, FELAS A% Ao AYEE 37
A7 sk, 654 olarel AAAE Aokl wal BSLANA olHe APol FaIRSIT S
% 2 5 BA%E A AA7 A% A¥ 2749 BAGe AeU F4LAZ A2 A% =
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Ba9 24 A AgeEE Ausjel GUD of e eEd i AotdAN Aee S5
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AR B LA A2 270, EREANA ALGF B} $829 oksle] N3y &
A7k e 487 AU &, F292%F 2 Jlge) A AVE A7 Lo}, Fad ¥ I A4
A18~244)o T B2 A B ftE YHANEL B FHY B, T9LASSRI ¥ N7}
Aokel Hla) A 25T VSR 4P APEE SR ey

UAE 2Hs= é‘ﬂ‘ﬂl 3 @712t AR e Ao v At dF AZEE FIHIIIA &
gkom, 654 o] AdQldl e YA FAM = Aol HE #FaTE UEHsHS
53] A8 27 —rﬂlé T EE FF ST A FEEAE B T EASY AL dF AT
e Hlxé"o”i‘l‘ﬂ BEo W 945 HH3A ZYHHSE FA BEfoF Ut

S 2 ot BAEE 9 MANEEA HEFoE FEAE B8 AUF 2ot &R
°ﬂ7ﬂ o4, T8, 38T, B9, 304, A4, FEA, 55 AFRESEAEEE HEFE(F) B
Z3 3 23H 22 FAE°] UBE F UFHH
olHg FAE A 29 43 F AL FFH VAL FHIA FRAAT, ALEYF TS
Z‘iZ:%'%%l F AoE FH7F AFsHH
A&HA 48, BH2HE ALY B =T A3 AT Axrt 29% 2
E°l—‘~:— AEAA, ol#E FAEC] A8ty HALHA UEvdE A 4T & Ad B5l
53] kg T 7tedS TEY FEAEY ¥AL Isof I
F52AE E&=(FLFSHN, BAEE Z& HAAEE) 49 71E 4 RsAEe
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(2) 217 olgA A ST (Neuroleptic Malignant Syndrome)
o] f& EFI 3J7§¢_ ofe] Fojo BAHste AFoleA 4 FFTNMS)olzte ARHYL + 3=
ZHTO UEg & AEUT o] ¢ A A 249 NMSH HAAS 2W A% A GRAA 2
Yot NMS ¢ ¢ *J’% 1'% 3% E(hyperpyrexia), &7 & (muscle rigidity), 4l Je H3 &€ 2&417%
BAAY SAETAS = ¢, v, 33 2 /‘“:'78“_11)%]141:]- %7}2 creatine phosphokinase
3%, vlegEN -:sﬂ) 2 34 A%H 59 257 g & gk
JEE FEF gE B 9P WLFke BFYUD. AW Weled oA U 99 2
Bd, H1, JAAE §)F AEeA E¥AY FHES] 5T FALE AF 4 FAEPS)] EF £
T8 94E 240 Y= BAE AYHE o F2YUG. FEADA 1T 02 T2Y APl
ST FEY A, A, FEE 2 4F FFAEA B s
NMS 2 o=

1) &R GH X5 YFHolA] g & ¥EL FAE FHHOE FAG I,

2) A= w2 USAE % A EUHA S 4,

3) a3 FoiE sty B4 F SEE A8WH] e EA dsiMe AFARE A F T
o HESo] e NMSo| tig FEaidd daixe dutAd Foj7t o] FAA A Fksut
T @37 NMSelAM EdH F A A8E 8738t 3% FEAES A= F9 HA =
Ao FUTh NMSe] Aol Bxd ul gloemz xE 9 ZA EYHFY dtofof FYth

(B) NI =FF ol (Tardive Dyskinesia)

FRAor Agde AN FAFHoZ B7IGE, HALH, o FFTLO T 3
FYS °] SFTL ABA, 58] 44 THACNM 7B Bol SASAT, AHE FAxM o] FFT
o] A shego]l A=Al el ojF-&ol oEst FHAUBE Fof 274 dFde AL 75T
Utk AAAY EFFN 2 e oM FEAM S AF Hell o)zt deAd dsM e obF
A A FFYTh

AAY RN TA AE R BIZFGFHol 2 Ve AEVIZ] ZojESE H fPoAte] FAF
FRAE G F FHEF] SUEFE %‘—7}%‘45'- gHA dsye a8y, I HEs 9 $ARL &
< &FAM AUHeE g2 Ve B Tz 24T £ dsHTh

FHAEGFY FASE FAGE FFTS EF e AR 932 FE IAT AL &FFN EA
W AEE2 &HA A dEUn 23y FFABAR A7 SFLY 2 R AFE dAE
FE QA 5 oE2E o Qi 294 JPe FHME F= AU SAIAT FFT9
A7 Al vA = F9FL €A JA EEUt

ojHF AHdE THT W, o] 2 AAA FFN THE H2F A F 3le WHoE AYH ok
gtk Iz vy AN AEE (1) FAHAE A we gz &4
o2 3% ¥e &7 F, ZFAH fefde] d HL T EFS tiA =] AY
AR ARESoF St A7]F7E 22 FAdAE, BSERE d3EEE 7

SFH HIAF AR Fosfol FUT AEHOE Fosfol & A hy BoAYLS FIHoE A
B7rsioF gyt
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a2y, ofd @AM e o3 SFTo] U= BT o] & £t 3o ¥ & UFUT

4 AuAg =2 BAEE FAAAY HEFES XTT
AVRE F7F
HAY FAHXEAE B&3te XAl =9 FAEE A A AP AT vlu A F7H84
SUoh
ol FAE LR 1779 ASdE NI FET A1E 7]Zl D 10F)E B3 A, FETY AT A
""ﬂo] Ay Levf oA 17812 JebggFych E¥bAQl 107718 t=AE FA A Ao A
Eo| 26%AH H3l|, GFETY ALEL 45%E Q-E}ﬁ:-’-‘—qﬂ- ]—J% GFStRA T, AMEE RS
-1‘—?2}7174](@] AR, A F2 ZE(E - HE)d 9 AolAFsHT ST BEERAMAN HE
FRAESE PR FAHNF T npRUIA R AMTE Ao BHR ‘:]'l“‘: B37h 1)\”‘4‘:} B ZA
A AR E SVt B2 SAT R AR GE % AY = o, EEEFYL o] 4
e BAEE B2 A8 FALA FRAFHC

1_,
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dHA Al

-|rl _\£
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L o

ZFE HAEHA o]drke

il F a7 & A9 1A &F Az dF AFA o] e FAY BAHIFTAR ¢
84/‘4] He 0 78~88A) N ALREIE EFT HIBA o|EREE(d  HEF, dFAFHELY S
IREUT. LBEF AT7NA, o] & FAT EAM FAZHLE FT HEBA o3I H &F
B BAZE SFUH. o] F2 A HAAEY A8 s SALA FUFUT

omnS‘_',

o

gxdto|HE I FAH HAZFE 71 =AE8A A kHA
gzstolHyy FEH HFNHESRS FHe }z‘d% AL dgdez g, gz 10F71 ofg=ZatE: o
AN E 3 (n=938, HFAH : 824 A, AHU : 56~99), f1F Tl HIF ollHZEgE FAAY T
BEo] 28) o]iolx, I FAEC] 3% o], T F TAF o]FwE2, 7|H(lethargy)(HeF 2%, oF
ZlH=2tE 5%), £ ¢ (somnolence)(WAH EF) (A 3%, ot H=ZE 8%), HF(FE =4F) (AL 1%,
oglHZe}E5%), F=3 AZH (A 0%, ol FJZ&E 4%), 1A 2] (lightheadedness)(H] k1%, o} T
ZetE 4%)°] AdsU

A E T ZAAE Tl g o] o FHAF FEAL FHEHAA FAFUT wHeF oY &
AL A o] ko] HgE Agolw, 5E3 $HHQ AU FAoE o]ojAr] H& AT E A=
E34 F9& 7€ FYTh

6) 2¥EE 2 B
kL Meﬂgﬂ%
ol 2 ¢ 2u¥ ¥

FAT BAd Gl ATLIIG 2YFL B+ B 43 37D 2993
& o] % FoiF BRAANE 1¥FZ BF Bust AY YU
o] o Fol @xu S ARAT A GIFA 5 ATAY A8 FROL A BuE 47 H4ex
£ 9FAA SgEUTh BR3P PRAREY AL I o1y el BAE, FURDE BN 3
w3 9go] 3748 A543 QuANAN Fw3 PHol 3G A5H0E A% B S
S BRAISTS 83 2T B ol Wl JRBAT G LAAA G
a8 o] oo THEA Re GdTeld, o AT THH WBY YHUIGE FAB Al
Fo] o YAT DT B oA 377 AYEUT

o) ATE A FA o eho WelE YPOEE, of ko] oA ABE kst BAe| YeAE ¢



gleyth B3 PGB Fo fxo] s 1EF BE o] REE A3 458 F= fUFY

W Y ™ol AshsA @eA 37189 BEol LYY
2 Ad A 0, 3o S} 0FY PIAEGLS BEEH] ARE A
NFos g% A BY 4L AN g

Y VIULAE RAT B, HEF, g A4S 493 2e 2UT AR 298 154
v, MY PG Tl AT PP FAL TRAY BuY A¥AUL AR BAE ¥
290 GRIEAE BRSE BEAG YU, HEY TRALGOL A2 £F 1YT FE ¥
o BAE TH A BY FHL WA YU FE A%, n¥RFL WAY PIULLS 30
S Alebgou 2 Be BAE 990F 2AHE FEL FVE olFdE YT N=g ALk

S L

6) BHYAZT 9% : FHAY JHF AS A BHYHZ(VIPo] E3@ o7 d&vch $544
= ANYAZ 9P 25 Uuhdol we} o] o A1gdY] AR AHg
£ 9 BE 99 292 F9NG 57 A ZAF Aok U

2 the BAAAL FelsA T R

1) o] & o] = FRIFo] Atk LHA FAe F71FUT WL 29T R FEHVIZFH
FRIEE7HA] gyt

2) o] ¥ FFL FRdln Joemz, BHFEQA EifA(galactose intolerance), Lapp FZEFEL
Z¥ % (Lapp lactase deficiency) v ZEF-ZHE X FF73of (glucose-galactose malabsorption) % 2]
FAAHYA ZA7 e EAAA o] F& FAFE ¢ BUT(FT FF AAA &)

3. o A AE AT T4 A

1) 71848 A8t

°] ¢k alphal-ot=zgdd F84 ZIAFE o 71894 AELE F2E F syt Hdo K
T8 ot ZEEe] @7, AFNE YIANBm=2467)14, 71HA AL #¥E FALE2(oH] Y
ZetET BAE, fdT THE) J1EAH AZLQ% 03%), AAL oAH=(0.5%, 03%), HA(0.5%,
04%)°olsHth. 641e1M 174 ABHEAL] Lotol=(n=611), ZIHAZAL U (0.5%, 0%), AN x|
£(0.3%, 0%), A21(0.2%, 0%)°] YAFY T}

F R, F% 71EAE SHHES(FE AAS A AAE HlasRq e W ATt 25 o) Ut
$%7] ¥gol W0mmbgeld 2 A9 Ad) o YLz dE THE, AF THE)
o] kg AT E&3E A EAIM 4% 2%, 6~174) ot@Ael M 02%9 1%2, 9FF} vl A
ojr) YA H2A FUEH

o] 2 Ly A¥RA FABAHZ A E% 584 A 7198, AFdoly AAE oY), HER
2% e ARGE dod)7] AL U (BT cBEAF B4 B 1ES oA 58)Y FAAME F
o @A AREsoR FUTh

lil_o.
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@717k AR GAARAA o] F& EEF HA B 01%(3/2467), 2OoH6~174) AR
02%(1/611)el A W=t/ de] A FUT e FHAY A vPAVIAZ, o] o T2e] 7|9Y
o] JAY T A g HFE Fxstolv] Ao} e Fejo Bl e Fo AA AREsfor &
Utk 22 9AE vFe dHe 654 ol 1BATAN ¥ & F UFYh

Q) dH¥H EEFBH Fof 7

71ete] gAY k2D wlRUlAZ, o] ke B, Aln BE SEFHL £AAZ 4 dsUdh 92
£, TEHEA £F)E AN (n=2467) ol Z}E 11%, At 6%E Ueb, 6-17419] &of &7}
(n=611)1 A of}HZ2tE 24%, #1¢k 6% YeEdsUth @7] fdiz AN, FHRA TP
Qs Eoke ZFwE FAE A<M 03%(8/2467) TSR, AoH6-17H)% M 3%(15/611)Hug 89
syt fATd v £89 2AE] ARHLE FHA FrHHoY, o] & ARTF FAENA Wi
A B IFE FA 450l G WA BAEANA AFAE LT AT VA 2FL Fo
AlAE FYT

@ Ae =3

FFAH kA o3 AR A
o =%, ¥4 F&o] Jde H
e o] #Exte] tiE] o] &g AW We HHG #

1A5E0] H9E + ASUT 9T £, A=
erHs] A8 84§ ARAL] 2T 4
2

7 2 7EYH

i

o, 7

(5) asl=
o] ok& EFSH FAHAY IFA ALFH Az EFo] F FA FHEFHY AU T4 HELS
TFR, 53] P dzxdtolm Xu| oA &I wASL, Al o2& Hdo] FUTh o] <

OE AU FE2 FA4 JEY AFl sle @AM F9 HA AREsjoF T

ld

f

6) A4

ARV FFAAN R FaSeFAE A AR Aol WA Jonz 29F B U
3 AzA WA BEHelol GUTh o] F APe AAY B Yol YLH HrFoz sl I
o] AP Folof FUTh o] %o FR e WP 6F1e) AUz Frhew NG 23
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zHE FATZAA 9%, A% FATAAN 6% TAFAFUT

Simpson Angus Rating Scale(EPSe] gt ZA), Barnes Akathisia Scale(JFEF] digd AR) #
Assessments of Involuntary Movement Scales(Z%Fgojo] w3t R) BHF}I, o]|E UFATOZHE
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19%, H1oF FATAA 5% LA }AFH

Aol FFAH Z2F FXI0 174D g DY Gz JAAFAA, FFETH BEEH AS A
AlZl EPS #E ¥k ot gz gE oA 26%, ATl 5% AL, AFETH #FHEE AL oIz
GETAA 10%, AFTAA 2%=E YEFYTH

ARl FF4 Fololl Ui ol =ZE dE8 Y YA P A], Simpson Angus Rating Scale (o} 3=
2}& @ 050, $1¢F : -0.01)3} Barnes Akathisia Scale (o}g]ZZt& : 021, 9 : -0.05)o A olg]g=t&
I JoFFE o] #2ol& ¢l xtolE B HAEY T Assessments of Involuntary Movement Scaleso] A % 7t
Hsle fFAME YT

ZEoly FZEAY Bxoyod R ofgdzgEy FFA 2F e dFA P Simpson
Angus Rating Scale (o}g]l¥]Zg}&: 0.73, ¥F: 0.07)3} Barnes Akathisia Scale (¢}8]3Ze}&: 0.30, ¢
°F 0112 olgdZEtE FoATH A FAT o F9HI FolE EHAFYTh Assessments of
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Fuh

32 o

17) Az F7}
45 A 6570 HAREH GAANGAA, otz E H¢ T B 1Y HE AF Fe A
wE Aozt AAT(AZ, 407 kg D 005 kg), 7% ol4e] AF F7 ade] IR B WEE 3
o7k AAGUTHAFE%) % obe) T ZeB(E%)]. oHIBAA7A) FAL L HE 6779 Y PAY
A, Az HEY ot B B2 e BT AF 27k AU Aolrt ARL(A, 013 kg B
083 kg), AF27P} 7% o149 B HEE Aot AU [k1%) B ol T ZeE(G%)L. 3
F 2T e YAARAA, olgFzgET Y FY A HA AF Fte 47 01 kg 2
00 kgol A& U AZZ7 7% o9l Batel vl ¥me ABE ok e 3%olx ol YzaE
T 2%9EY

Folup ZHZEAe] BRoyoZ FFA Z2Fd Ut 6 3 dAARAA BT AT FUke ofE
zgE FATH A% FoTo] A2 06 kg 0.2 kgolAFHTH 7% o] AFo] F7e Ao H &L
SJoF Baigo] 4%0l5id Aol ¥ ojHMTeE FolTe 3% olsiFTh
FEA oIz ES FUIE AR, JFAE 8FL FHEAE EEEHHRL, 673 o]
A e g9eAd YR RE Bt e PAHoz 28 YU YWEAEL $AH0
2 Fone #AE AFo] 17kg 3793, %L Foue FAE 04kgd FrtatsisUch 7% of
4 AF 3748 B9 wge Aekre] 1%HE Ao He, ollvmetE RrlLEEe %S,
AoH6-174) AFH Fel SAtel tigt F A9 @Y7, SR AAAFEAA BE AFL o= HRE
FAZAA 1.6 kg, A FAZAA 04 kg F7HetAEHTh 28]3, 7% o AFo] F718 A H
&2 ol FgE FAFZAA 26%, YF FEATNA 7%l AdEFH T
Aoh6-184) FEl Fof A g @7z, AR JAABAAN FEAFL ol HZHRE FATY
A 16 kg Aok BelFol 02 kg BAASRAEUT 7% o4 AFo] 3B BAY Wge ohdvze)
& FoTo A 28%, HeF FoATAA 7%oIAFHS
el E 108 37126%) Sot)E ol UZAE YRAFIN, baselined F1FOE B HEATE




3kt 7%0]d AT 7 838 DT 2 HES BMIV|ELR
gEStE, ot ZgdEL L 7% o1 ATl UM FAV © #2 A

% 10. BMIE 71202 253 AZUs 27 ZALEY U@ Gz ¥, HHE AE

BMI<23 BMI 23-27 BMI>27
AeF | otgdzsE | A% | oIz | A% | orgdzsE
(N=54) (N=59) (N=48) (N=39) (N=49) (N=53)
BIAFH3Hkg) 05 05 0.6 -1.3 -15 21
7%°1%% AFZ71E v1&(%) 3.7% 6.8% 4.2% 5.1% 41% 5.7%

e § 11L olggzZgE e A77HE2F) FAFE W baselineS 71Fo 2 3 FFAFHE
} 7% ool AF Ut 871 T A HlE & BMI VR ERT AYYH

£ 11. BMIZ 7|Fo 2 73 ATHs 23 FAEEHA dis 4= A g, 38 AE
BMI<23 BMI 23-27 BMI>27
(N=314) (N=265) (N=260)
HaA 5w 3kke) 2.6 14 1.2
7% o1 AT HIE(%) 30% 19% 8%

18) ECG @3

HAAEEH, 548 2%, B TR 2o g HF 2 A g S0 44
Al oIzt EF 9oF T3 B3 ECG Ao QoA FAHCE Fa3 W3yt HAg S
H & & Aol7b IFUT A8y 4832 AdFATAAMT 78 ERXAR, olglgzaE
E o F A E 2 beats/minute 7} Z7}8tg ST

ofN

19) 4GAEAA #EE 7E &7

717, oA, AgE QA FEANAY o]t

AEER Ao giste olglg=ZaEn oS vlme 2653719, o]FWH AFAHAA EIE o]
AREEEL (ot g Z S 8%(12/153), HoF : 2%(3/153)]& A stnE, ©7], SR A ENA
o dAPFUTE o] AR, BE2 EE Ard AR TASAIL(EFB/12), TTF@/12), A
5 Z27](9/12<499) A E 71H7/12<109) Bt HAFAFYT. YO R olggEeE BAE F
23 de A JAJAFSUTH<I%). EF, Z713(52F), 84 dE AZAA, olgdzagE 5o 49
2E PAEL 5%@0/859NHEFUTE FFA Aol g A7 AZAME ¥l 2737 YEEY
o}

20) ol d =SS Ald A BrF F 2T V1B o] kS

T2 135438 9] AAEAte] Wi dolHH ol WellA, omEi FEje] I AFelEA ot zEgE
< 19 2 mg o] W8 T3 FAtolM BuE o]k (Sl Hel)E wrgst= MedDRAGo19] 2
ZEQUT. e AFRAA AHo] Zhesttta 7 ol dERE F W EsHA EAse e
Adstn 25 23 AFUT EF, JFHo|AY JFHoR gyt Qe oldukE, 53] A
AA FEFHAY GTHeE HdEE F e oSS T AYYH & olduke &l olv



g olguneEe (A, c}% ARl e Bojatx T A, g BAdE AF T4 R, BT 2o
A AR AHREUT BuE olggo] ojnzaE 2o 3 BT SuiekE, w4 o2l
zehed) o9 f2d Ao S

o9& MedDRAZ £H3te] Th Boo] W NEse] WgAeos YeAsUth £ ol 4w
$E 171003 ool WA AT ARAFNN EZ ol7] 1RIA BE A), EHA BE oA
€ 1/100 WA1/L0009614 LASE R, S8 oS 1/1,0009 Hgel A BasE A 2P

e

Aol
g, gzA -
A & - UBT AT, 5FT Ta2F AW TAF
A%

lofr
|

1:6]-;(] 01%-'1%‘ - }l\:]ljfﬂ7]3_0:}g-}q :"_II Uﬂ]@;q }é] ]_g-l Q‘Zg—/ﬂ]%r _gg%l
EI:_‘E-H%/ /}:]IE- /}]]” "l_7]94 %‘A IﬂE’H, @.E"&]@

SE - APEE, 444 N, 444 09

o 21-07
T
A &L - AARE, TR, BEA, FAF
AZHEA
T34 gL - JHAEGRAS, JEE, A=Y
EE - A%4
A
3 - 2EF, 922 E F5
EaA ge - od BE 8 2E
ZE - AALSE
E=A
EE -9 29
HAA
A gL - FH
del, 5
§-l. _ "]'}b]'
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) otglglzetE] Ad F Byt F LA F3AE

1) =9 frajate
Al F grieA 2T FajrtEle ALFHoE BuFoen, GERY ARHAT} B &I
< olRFUTh €A (G2 FA L ¥, EREF, AUEAS, &%F, FEHY, E
FAE)Y €dEFol =24 SIS YH

2) I At

O BAREHA A AHAE H3td 12147988 LR JAS AR F ZAPESR F3jAke 9
Lo AFTA S FHRlo] 358%4357 /12,1477, 591A)0lUtk. F fFaiAldlE FBES 1.09%(132
), ERZ 063%(769), A2 032%(39%), 2% 027%(33%), 79 026%((319F), 5 0.21%(26
), B 015%(18%), ¥ 0.14%(17%), <§Ugold 013%(16%), EE 012%(15%), AXH%¥
0.12%(15%), 234 010%(12%8)%F °IUth FEFH] AAAAE WiAZ + gle FEHaus TdEL&2
3.46% (42078 /12,1479, 5667)°] At FH FERINNELZE HHET 1.08%(131%), EHZF 0.60%(73
), 2R dzF 032%((39%), 2Z 027%(33%), 79 025%((30%), T 0.17%(21%), £t 0.15%(18%),
28 014%(179), 25703014 0.13%(16%), B 0.12%(15%), XL 0.12%(14%), 23 0.10%(129F)
T ot FUHE FIAtAle =X, BAW, dFRC, 43 ¢, dgle X5 &3E, 723
dysarthria), %3181, E8H(THE), 4, Aol &4z 0.01%(1%)% EuHew, o] & Fud ¢
EfErse X 001%(19%), A 0.01%(13F), +24 ¥ 0.01%(19), 2AgE =& 001%(1%), &
Atk 0.01%(178), T+ oll(dysarthria) 0.01%(19%), =& oA 0.01%(1%), FxH(FE) 0.01%(138)° A
. AR R fsirtEle F2Fol(dysarthria) 0.08%(109%), %39 0.07%(9%), FHFoH
0.07%(8%), S+TFLZ 0.04%(5F), FZAZ 0.04%(5%), AL o4 0.03%(4%), 722 0.02%3H), 9
=28d 0.02%3%), 7 0.02%(3%), 715014 0.02%GBH), &Y 0.02%BH), Hix Fof 0.02%(3%)
o]gom, o] & FL&of(dysarthria) 0.08%(10%), &FFt} 0.07%(9%), FHZ] 0.07%(8%), T2
0.04%(5%), SHFL5 22 0.03%(4H), F77 0.02%39), Ab ©]4F 0.02%3%), 32+ 0.02%3%), 9
715014 0.02%(3%), L&Y 0.02%((3%), #lx Fof 0.02%GH), J=EF 0.02%2FE) & o] Lo
FBAAE WiAE F fle FEFANELE ZAHITH
@ FFA Hold T AYAFE A5t Le71H S s AAG Ald & ZAPES fafjAte
£& AFATA S} FHEgol 533%(897F/1,671%, 1247)0) Atk F S3AEE FFES 1.56%(267),
Z 0.78%(13%), ¥ 0.78%(13%), =AY ZF ] 0.66%(117), L 0.54%(9%), o] A HL 0.24%(4™),
0.24%(4%), A7 0.18%(3%), S5t} 0.18%(3%), &<t 0.18%(3H), 79 0.18%(3H), A HEH
18%(3%), T%& 0.12%(2%), T&%(dysarthria) 0.12%(2%), &5 7 012%(2%), 2H¥E 0.12%(2
), 715014 012%(29) F olth FEFHY AABAE ¥AT & YT FEFIANE LHELS 3
FES 1.56%(267), FAZGN 0.66%(117%), EHF 0.66%(117), B 0.54%(9F), ¥ 054%(9%),
22 024%@H), $EAT 018%((3%), 79 0.18%(3%), AF 0.18%((3%), AHEAHT 0.18%(3%), &<
0.18%(3%), F& 0.12%(2%), I8 012%(2%), T3l (dysarthria) 0.12%(2%), ALE7 0.12%(2
B), 2¥¥E 012%2%) 5 oItk FUF FMAEE FFEST 012%(2%), 235 006%(1%), &
0.06%(1F)olRNeH, o] T FTUHT FEFHATSTES BXET 012%Q2%)} £ 006%(1%F)oIAch %
32 2§ faixtEle SEAT 018%(3%), T2 ol (dysarthria) 0.12%(2%), 2¥¥IE 012%(27) 5 ©]

o ofl 1%
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T
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for, 53t 0.18%(39F), TFol(dysarthria) 0.12%(2%), £2¥W¥ = 012%(27) 5L ©] <FFe <
HBAE HAT F gle FEFANELE ZAFH AT

Q@ A# F GAANPAA End FHIE st £ FERIAEES FEAN 1] RIS
i, BN Bxd FUg fajAtE 2 wi=gel 110 AT S Al F 2AIE Bt AEE
o2 B3id FUHF FAAEZ JAE A, SIAL A El 4 184 RiFier ols ERLT
TEY AFFGOZRE EIHJYCER, T ¥x o] o] JARAAE F437]7F ojdh

5. QA 7o

ThHeo] AFSHE o] g FAE Fate} Aol ojo FUTh

1) 99FH} 55 F
e FAAW gAY nhANAE, o] e AEHe, 47 e £EFHY IFL 2 F o2 o
ok A87L olE BAY oA HRHSA Fe AL FA Fern Flo T iR BASA A
EAE EEE 999 718 2sE Ao ts] FYE Fojok T

@ 24

A7k o) o £} 3 QA AL YA AYSHE S Al o F TYES 2AFYTH
(3) 2=~ 0

| FE AL FAE £42 A w=S xAPIn

4) BE <

CRCRR S 7}—*401 VeEZ, A7 AL EE durks E&Fo|AY F&AZolgtE SAtdA
olg ¢IEE A FYh
6 ¥¢=2&

(6) %oﬂ == ‘;-< %}—’F
oAl Ao A FE
(7) BEFLETF, 3F
ARAE L/ EE AH F

Bol 3 PHUHGEY VA YAHOT WEIYLEZ/5FTY
2% 3 FAYTZY At a8 v 9EUTh 9BFLAEF/BFTLFY AYIRE gL
2 9% 71z 9¥TS gh 2 GO A% BIFPLZ/IFTELS BFo TEIUL 9N
Hoz fol@ BEFS & EE $BA I% RITPLF/5FTLES ¥ JdE BA BT
A 27 FYT $75E BUSYART dE A8t 89 glol AT IHoE f5
Zage A% A¢ BAHW o] % Fo FAE Lol U YPHoR 498 337D
Z 349 2% golu 249 ¥ EE A5/ Yshde A8 Fo 24 2UHY #3 #Y 34 ==
AE7} dBUE 24 A2@UD 239 537043 BHEREFTE<000/m)] B o FE F

Ao 3t &L QA HEFFE EYHI Y

6. HEAE
of ke F2 FRNAAN AEHEL, o e THE FFAE GFol} TALH ¥E Aot FoE
Flgelol GUTh o] ool alphacl=d g £8A LYAEOE 8, o] ke B YL
238 3342 As4el devth



(1) & ¢fEo] o] ool mAE I

o] ¢k& CYP1A1, CYP1A2, CYP2A6, CYP2B6, CYP2C8, CYP2C9, CYP2C19 =+ CYP2E1& 49 7]A&9]
olu® Ed Y FFFEYIHglucuronidation)F A= ZFUD F, o]E 29 AAY =4 =
= T4 T UE JAAS o] ¢F Atole] A3 AE JHsAde] EYHh

CYP3A4¢} CYP2D6= ©] <o) thAte] dafo] dFUth CYP3A4S fF=3dte FE(d, 7hatutAlH)L o]
oko] FHAALE F/MATIAL EFFEE EE T Ay CYP3A4Y AFA(d, AEZUYE), €
CYP2D68] AsfA(d, AUY, EFZAR, GEFAR)E ©] &9 24E At FF F=& F7/HZE
7V o] AFYTH

AEZUE 2 thE CYP3A4 AA : CYP3A4e] &3 AsAA AEZIZ(1Y 200 mgH 14Y7H<&
15mg &3] &7 ofg|gzgtEd HEF A, ol A=ZgEF A AUC € T 63%, 77% F7}
FAsHT 18FY AEIUE(1Y 400mg) FoE ATHA FUFsHT weix] AEIUESH o] %9
HEEAA] o] ¢fo] &S WO Fojof 3 ThE CYP3A4 o A3A(C|EgtZUE)E 22 F&&
stEE 2 Ao &FHLE AEIHT FF AA(dELzreold, AF F2)9 e ITHA
FkEUth THeF CYP3ALA S A E BEFANA AAAEH F5, o] oo &7 HA] ST AT &
k=2

AYd ¢ ©& CYP2D6 AsiA : CYP2D6] ZAHE A|AId AYD(1Y 166mg¥ 13d &S 10mg
938 oigdZgER WEFEH A, oigIAZHEY AUCE 112% F7igey, WA
(dehydroaripiprazole)®] AUCE 35% ZAIAFUTH Wt HEFAA] ol =ZgtEe £%& woz
ZaA A Ytk b& ZEd CYP2D6 AfA] EFSAY, AEALE FAG o] & A=
AZEYUT B 2e Bro &% Favt TRsH HEFAZE Eud o] 2 Ay &FHNE FUt
AlASE dUth 3EARE o] ¢fo] F 9o RILARAR AMGHE B, §HETF TeHo
Axo], &F 24 glo] FoHo o FHTh

FhetetAlE 2 08 CYP3A4 F=4 @ ZEe CYP3AL F=A4Q 7HEebA| A (200mg, 19 23])E o] %}
HeEd & w(30mg 1¥ 13), olglg=et&d 2 B4 ) AHA (dehydroaripiprazole)$] Cmax$} AUC
7 oF 70% ZAFHAFUT wetA FhutetAl RS o] of X g4 718 o, o] o] &F2 2ujr}t Ho
of YT F7isle &FL YAFH HIHE SAZE soF FYT FhulebAE e BE&F 7 Eud o] ¢F
9] & A EojoF Futh

@ ol ool e okzel HAE 4%

o] ¢F& cytochrome P450 &40 93] tAEE SFEF dAFHo g F23 & Ty 45348 &
B 7ol glgyth Invivo G794, 1d 10-30mg &< olg|IZ &S FHA] CYP2D6(H2E
ZYER), CYP2C9 (8}3td), CYP2CI9(WZetE, 9utd) 2 CYPSALHZEZWER)S 7[Fo 93T
Bl gelg 9%el dEuA guedt. At clEuziEs  esscelgzis
(dehydroaripiprazole)2 in vitrool| A CYP1A2¢] &3] wj7/fE & tALE BAEE 754 sy &
Fol} Yo F5etd WAL olelgzEd I BRI FAFIh

95g : ABF AGANA, ol A LB B BEEATH Jok JBE FETAT 7o) &5
S mE A30Ed QLA F9E Aol AGUD. GE ARES FATE FEANS 2ol o
o 24 ZoE ¥TLe FIES FUG



(3) °] & 2o FEFHE gAFHoE Fo3 A5 AES Holx gFUTh

BREY  ZEE A3 A2A H2 284, R 2EY 40mge of| v Z et E(15mg H3]F )7 HEF
oA LIyt AIEO] ol ZeEF g4A-olg] 3 ZetE(dehydroaripiprazole)®] Cmaxe Z4Zt
37%, 21% ASFHUL, AUCE &2 13%, 15% FEHAJFYTH FEE DA} HEFAA o] %o &3F =
2L ZaskA geyt

T FEZAH1Y 500-1500mg) 7 of] F Z2tE(1Y 30mg)S FAAE 7R BE T4, otz
&9 Cmaxs} AUCT} ¢F 25% ZAFFUTH FZ2437 HE FoA o] o8 §3F 2L FR3A
i,

JF  dES B39 ZFsAY UAEA F32 AY UiRE =2 HAEEHEZE o IZgEd g
B8 FEFH A5 ALY vl eyt AEEFY FE(1Y 1,200-1,800mg) o] ZetE(1
Q mge 21U HERAA,  clFuzaEelt 1 A eha-clduzaE
(dehydroaripiprazole)®] FETH | YAz Fo3 HEE YA FUFUT HEFH BEFAA
o] oFe] &7 xHo| HadtA wguth

FREZZ 0 FFA ol 13 FAE 71 FXE YA o HzagE 19 10~30mgs 1497 ¥
F o} 2], UDP-glucuronosyltransferase 1A4 7] 221 R EZ X9 19 100~400mge] HAFe)o o] <F
THA FFE XA FRFUT ol ZEEo] HREZY FUtE W, dREZY &% =4
QasA Feyth

GEZWER : 1497 Y 10~30mg FH4F o]z tEe CYP2D6 &4 SHHo|t LA 3
=, 92EZYEHo] O-dealkylation® thA}A] Q] dextrorphanel] HJ&-& F2 EeuUth olg|gZeE
x3 g2EZWEFHO] N-demethylation® 3-methyoxymorphane] &L FX] &= o] thalAl=
AP 27 CYP3A4S] &40 o&Folgtn ¢eA UsUS ©] 4 HEFA A d2EZMERS] &
FxHe dadtA gsyth

&3t 0 1497 WY 10mge] FoE ol ZeEL R- ¥ S-943d Y FEFH oY FAA S
(International Normalized Ratio)9] ¢FEFEH F L4 (end-point)dl]l FTFE FX Epe=d o= olElg=
gtEo] 9ydlel CYP2C9 92C19 thAt e DHAFEC] w2 9l o] J3HA STl 8=
& ulgUTh o 3 BERAN e £ 2Pe BaskA gt

evZetE ¢ A7 DFANA 1597 WY 10mg¥ FAE olg gz &L CYP2C199) 7]AQ] oW
ZEE 20mg @3 FAA I FEFHA FFE FARA FgFUT o] 4F HEFAA eHzZgE
o &% 24L& dastA &FUTh

NAaAgZZYE : CYP2C19 ¥ CYP3A49] 7]A<Q d2AEZZH(10mg, 1¥ 13)37 olg] ¥ = 2}&(10mg,
19 13)E 13T AAAA BEFAT MDA, ZAEE ] FEFe riAe 9T THHA &
FUth ol A zgE HEA], A=ANE2ZH §FE HASA Folx gy th

dehal - CYP2D6S] 712 Q] dlekgal XR(75mg, 19 13])3 of2] v 22}E(10mg~20mg, 1Y 13))S 14
A7+ ARE AAdA HE B9 A, A2 wggA 2 O-desmethylvenlafaxine®] SFEEEjo] 7|
Ae 4TS THHA Fgsyh ot ZaE BEA, WA &% 2d 2 FadA gEyth
EF5AE, AEAY, HEZY  FoF A U FEFH A BN, FFS5AE(20mg/day
or 40mg/day), IEA¥ CR(37.5mg/day, 50mg/day), dEZ&(100mg/day, 150mg/day)s] E8F T=
o mAE AT ZA AUt BAAH EF Fre, EFSAE, SN (norfluoxetine) Zh
7+ 18%, 36% F7HAL, FEAYL oF 27%7tF T AFHT BAAH] dEZY B UWALER
o EAFEE, o] 47 HEFAA, & ¥M3E YEA FUFUS o] Fe EFSA-HIY BFEA]




93 BE FoAdE 2mg/dayol A 15mg/day®] & ZFHEH M FAHUL, HEZ LA E 2mg/day
oA 20mg/dayd] &FH AN FAFHAFHH

7. QRO dF Fo
TEANFAA, ol zetEe HESS BTN HIFAHY TS
AEH
Ja4dele] PE 3, 10, 30 mg/kglmg/m2 71Eo2 Alg HUBFLHMRHD : maximum
recommended human dose)9] 1, 3, 108] &3] ¢ olg|F=ZEL 7|FFAA7 AFFES JAFYH
30mg/kg/dayoll Al JAl7IZke] %zt EFHASUH.  BIAAFTH2(30mg/kg/day), ILEAHF
(30mg/kg/day), E49 E8A(10, 30mg/kg/day)o.2 & o, Bj}e] &0 =5 ESFHAFTHT H
R AEEAE Sl MEsHS 284S AF o] FA(10, 30mg/kg/day) = 3L, 30mg/kg/dayF
A RZFS 2d3 AT 2F 59 H=st %—ﬂﬂﬁ%q‘:}(‘:}% SFME °] ANEL A ¥R
FUT). 30mg/kg/dayll e BiANME HF= @3] =5 JEsEgUT 94 Furjdz 10 ¥
30mg/kg/dayoll A vaginal openinge] A A= U3, 45 H ] ’“”(-rEH s BA, FAE, BAEEE I
&, 2 & E4Y F7F 5 EFALAA vE e Pl 0mg/kg/dayl A EAFYSL. T E
EA &0l 30mg/kg/dayll Al #HRH7E AT o2 F TAAZS] FFo] BAFAY FFALolgeE F
Ae gyt
E7)9]4 10, 30 £ 100 mg/kg/day(AUC 7]Zo2 MRHDS] 2, 3 & 11}, mg/m2 7|22 6, 19, 65
v &)z 71BFA7 BFFA sy 100 mg/kg/day Fof tideld =A< *Pi/ﬂ%%k°l
#Aaska, fFAAEC] UMY BA AMRE $7H100 mg/kg/day), BiA AF Z4£(30, 100
mg/kg/day)st HIAFHA FAZ(FZ-5T HF, 30, 100mg/kg/day), ¥zt —é—zﬂ,gt‘ﬂ%aoo
mg/kg/day)o] AAEFHTH
3, 10, 30mg/kg/day(mg/m2 71202 MRHDS| 1, 3, 108] €3] olglgzZagae 2 AF(Y4 A
17478 2% F 214 74A]) AES) B7F9 LS W 30mg/kg/daysl| A Fr|g BA =G} J4l71%
9 @] FEHASUS 2 A 71 BA AFHE(EAT 2 9AA A& BE &
Fol Uehsteyth
QAT g human)lq AAF GANBL gD clelTzeEo] JAF 4o R4 gole] 3
FEsex) = 44%Ed 98 FERA dadE eEA AX eUt. 94 6 282
£ T2 399 Aol Aoy 9w U

l

Zgae 2YRH 540 395

fMr S of d uo
10
m[n
2

8. Bito] MAE 4T
slelgzelEo] Algeld Bute] MAE dge gE4 JA gayoh

9. Fq3o N T
FeATAE USAN £ 3 fFoz BUALEU. cNzAEelt 3 dAE 4P
g0 BHlHEAE 2BA IA FEUT. olANZAES BEdt GAL FaA @E Aol W



Hguch

10. Zolo] @ Fo
dol 229280 BReIA o] okel ARAF FEAL Y] UAX FguTh
B2E(13174) BAEDHE BHE WHOE T AUNE YA B@O=202, 63)o14 AT FEAo)
FgEAgUt Fad BN FA2Re] FEAL AAFeE BrEA ekt
EOH10-174) FFY 2F BAE UHOR B AGHE PNF(E=197, 47NN FAYT FEA)
FYIAEIh Lol B U FALEY FEAS AR FAHA Fpgch

Folu} gmzie xawe U FEHE toh 23 B TALS AN FrEA dded]
o},
2OHE174) A ) BAE HPOE F AGRE YFANB(=212, 8F)I A FAYT FEA ] FY
&Ytk Lol@Ad] U@ A9 FEAE AAHDD BEA FRgyh
AoHE184) T3 o) BAE HPoR F AGRE JHAB(O=32 10F)1A FAEF FEA] HQ
HAEUTh 2olge] UF AL FEAL AR BAPA Bgych

11. 31 Ao b Fo

@3 R FEFH AFCHIZHE 15mg G FA) A, nH FFA654 o) ol FZagEe]
AaEL FS A AFAU8-64A) A HIS] 20% kUt 2y FA BEF A SloiM FA
ok 8H(Population PK) ¢FEFE] £4 A3}, vold o3t J3Fe AFUTH =3 18 FHxpe ot
ZHE HERY o] SEFHE AL AT JEANA JEIE AF FARRE FFE B9V 1F
Al g &% 2de AR FHUTh

AFA GO A ol T ZeES Fog 13,5437 9] 3=} F, 1L,073%H (8%)0] 654 o] 7997 (6%)°]
754 ool syt 1,073 9] $al thRE@B1%)0] ¢=xdtold Fe X2 A AFYTH
otz ElEe FHAEGHo|Y *ZA Fo] T FR-EFN U YSFhE JAANFEAME e
o gAte] Hl3] 654 o] nHAZF GEA wEEEX Y Y d9d £ Jde FEF JEAE oY
AFH

gz3lolH g T FAWE Ad ¥ A i AFdA WA BEVF #3S FAEF 2ol
< F Ave A Zbol] AWkAQ] kARG Fole FEHA &%
oA o7 @ FEYTH
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12. 33 T2 A A

(1) AHEelMe B3

JrHAY grHA ¥ otgIZagEe] FFRAE, AAAHAA F 76z RIAHJFHT AL
olelFZSE BdF 5L BE FoANY FFFAE TIT AdYSh A Bad b gy, 237t
Hig 43 F, 33712 F#F flo] IEHILH, 3 A2 IEHUAT, FHSERE R o14T =4)
ol AMEHH H1F ELIY #E, ofIH=ZHEL oF 1,080mg7tA(H T AFEF2] 36u))7F AL,
s 473 FEHAJFUD. 7679 FFEE F, 2oH124] olshel] e AL 107°] AeH,
 195mg7hA] B-&-3 ARE7E AT, AP gllEUT ol dZEE e BF B2 HEoE BFES



Al Ao g Ygue o dWEe, TE, €3, 2¥ oldFyth 18 o9 &AM vEid dH
o2 223 AZ Y FALS AF, FZAA, aspartate aminotransferase A5, AWAE, A9, 5, FTA
], A®™, % creatine phosphokinase &7}, 912 A3}, 18, ALEFF, AEY, 714, 92424, QRS
complex 7}, QT &%, FUA4 H¥E, $F AA, HLHAAEZH, 98] YAFUH

() FF E4 gt 2

olguZelE: Y T4 X5 Ui FJEI B2 A= FFUth FF FAAE
T, QTc A9 AAo] UthtA A et AALE AlFsfoF FUth e Z-9ol #FF §
A 7S AHI] FRY, 4AFF E @V dFay 5§ BRI JFE e g At
B8 m7ix] x&Ho2 oy ow WYs =31 ZYEHHYS ol FYoh

A" : o] & JFFEAA 2V BHEE Fo3te Ao olguZElEy F4E REFS
83 wHol 2 4 YU olEFZEE 15 mge 18 ATFS 1A F, 50g9] Y B
oz gtEy HF AUCY Cmaxrt 50%713 ZAHEFUTH

HAEN : o] ¢fo] AFFAQA] AT Ao g HRE AT, olgu=ZHEe &
0] goB2 FARAS 3te AL FF 5L Ut HAd F&34A &S A Z2FUTh

13. 71€}

(1) 24, Heldd, =859 At

1) 294
ICR v}-9-2 9 SD(Sprague-Dawley)$} F344 HEE tfd oz HAFTLY THAE A& AAREYS
2d < ICR v$2E 1, 3, 10, ¥ 30 mg/kg/day &2 2, F344 HE = 1, 3, & 10mg/kg/day &
Fo 2 olfHxgES BT FAIFRFUmg/m2 71FLE MRHDS Z4zp 0.2~58 = 03~3¥ &
). ®&, SD PES] 2d =9 10, 20, 40 2 60mg/kg/day(mg/m2 7|ZS.F MRHD 3~19%) §3H)e
BTFEA FFAFUT oIz Ee F£F rheay AEGA &g FEEA ks gFH rhea
o] 3~30mg/kg/day(AUC 7|22 MRHDS] 01~09%), mg/m2 7|22 MRHDS] 05~5) &3
BFEAA, HaFAAY, 4L 2 A FAEEY A EC] FVHEEUS A HEC 10mg/kg/day
(AUCE 7122 MRHDY 018, mg/m2 7|22 2 MRHDY 38 &%) ZFFA, 4 A4z &
o] 274814t} E3 60mg/kg/day(AUC 71202 MRHDS] 144}, mg/m2 7]%9.2 MRHDS] 19
i &3S AFFEAA] FL0d IFH FAE HAE/4F EF A E] FUHEREYSh
08 q3AE FAE A7 Fo Y& W EXFY H3gA S 4 Aol F4 WEHI AFEHAL o=
g o3 wWfE ALE FHUT oI mgtEe] HEHAFEAAN EF ZE2HUL I73A
FkEUth 13539 44 Fof(Dietary study)ollX 4, HsteA S¢F dABUE FxoA A e¢
29 €% ZEHY FE FU/PF FEIJASHS 28U GAH HEAMY 4F, 13FHY 4A T4
(Dietary study)ollA] 4¢3 A& 7FsAol Je FT=dA 8F =g FrtstA] sy A
A FolAe] Z2egeo] wiyjd WEHIGS LA ALY HEAH T AV A=A Y AF = ofF
g2 A kst

2) Wol A
gte|golE o] &% EFAEAM] A8, e gotE o8& DNATE Ag, vhe-2 dXrt AZE o8&



T FAREAH] A1E # Chinese hamster lung(CHL) A& ©]&3 FMA o] AE, wF2F o]
€3 AW 2AE 2 HEE o83 DNATAHE AIEE T3l o] oF9 wiojdAd] & AlHo] HAIH
AFUHS o] of F thALA(2, 3-DCPP)2 thAE Ao #A Rlo] Chinese hamster lung(CHL) HZ & ©]&
& A G AMBAAM BAA o] e FELIAAFUTE HAA(2, 3-DCPP)E tAtEA <] gl= Chinese
hamster lung(CHL) MZZ ©]&% F4A ol AIZAA ®oIF7IE FLFAFUT vHE2E o83
A 2FAFA A FETEo] Ao, AtFAE FH AL 9% wkgolAdFYTh

3) +4%59 At

A7 HEA, olglF ==L 2, 6, 20 mg/kg/day(mg/m2 7|Fo. 2 MRHDSY 06, 2, 653] &%)
vl 2FARE 44 F 77X BG3GSYT ZE £ 2HF Y BRI g4 SUME B &+
UADAT, FEHzds oS HolA askeunh 28y A E40] 6, 20 mg/kg/dayol A YEIST
20 mg/kg/daydll e BHAAFY FLEE ANFHH

F7& 20, 40, 60mg/kg/day(mg/m2 71222 MRHDY Z7t 6, 13, 19 uf &=HE olgvj=Za =L »
B 9FAHRE w7 7tA AFEASFHEEUTE 60mg/kg/dayol Al BAAA o] 40, 60 mg/kg/day
e FEHAAFE By FH 5 oS Bl FdsHh

(2 58 54

gHle HAEE tFE ofgAzZetE 60 mg/kg/days 2653 T WIEFES SAHAFFH 40, 60
mg/kg/day(mg/m2 7] 22 MRHDS] 13, 198], AUCE 7|22 MRHDS] 7, 148 £3)& 247 &
A% TAFAEANA FEEAg o] YEIgFUTE gHlx: rRe-29) fgolde B WAl YEhA
EAFUT FAVAES Fetdtr] % 7 AT AAHA ERsUnh AdA O Ui ¥4 ENE
o

Q) 4= F8 # 44
olelHzEe 8, WY Ex &
FU dgold I A4 &
AANGAME F& dode BF AT EolAv ARAY, olHT 24L& AAHNA FROEE o]
A AT FF& vBoE SFABAE FEo] 4T ARHL YA o= Ax 28, HE a3/
e 28284 d3de AL Ve ¥UT wWEhA, 849 4298 719H He FnA Brts)or
st ol Aol thsiME o] 9 o8 Ee 89 FA(d, WA LY, £F F7h 4L dodE
FF)7F Je=A AL dFsoF I
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11. 719 2 ALAS
+89 B35 A AT L& eT29) 222Y, FRA07A) JULL 5
(10174) FF4 Fol 8ol F APAYARE A2 483 371 ¥ F)
o 20H6174) AT G BAS} LolE184) FAFY BAe] N AYNYAEE AZde ESE
3g F8A B

12. o z871A

e partial agonism at dopamine D2 and serotonin 5HTla receptors an antagonism of serotonin

5HT2a receptors
2. 7244 - =9383%3 44 2 AE%FH 424 A AF - dAT /E
3. A AT A= - AT [UE

4. 54 23 A5

b BEFASZINEAE
D) BAX 7 T57158AF
- DM04023: ONE-MONTH ORAL RANGE-FINDING STUDY IN JUVENILE DOGS
- DMO04042 : Six-Month Oral Toxicity Study in Juvenile Dogs
2) A7 EH7ISHANF
- DNO04048 : ORAL TOLERABILITY/TOXICOKINETIC STUDY IN POSTNATAL AND JUVENILE

RATS

- DNO04081: TWO-MONTH ORAL DEVELOPMENTAL TOXICITY STUDY IN JUVENILE RATS

5. &g A A= - AT U

6. YFAIE BT A F
o NHY 55 -85 :
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TN XNF9 FIIAHA
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AJ o]

1) BNEEH

dF 27 £ At #Ale] 1€ 13 10 mg == 15 mg 4ot

o] & HFAZEHY R4, 1¢ 10-30 mgd] SFHANAN 2HE F U FAFL FAIH
Egdte del g 257} H7) Ao F7HAIAAE dEUH

2 34 392898 23 3 2AURS Als

S 9 eFou wEeus wrzeWosA AR £78F HAs BAYel 19 13 15 mgd
qu}. Qge] et 19 30 mgrkA %Y £ &tk AAARAA 19 30 mg 23 SHE B
94 grgiguh

3) 28323 N5 ¥raWA

2 F9eAE BEHE 49 B UP AF 2718FE Hahsh BAg] 19 18] 2-5mg P
o 2292l AEe] RALHAZA o] el FEAHL 19 2-15mgolH FYHQET o] e 1
F4 o) HAE 5mg olste §F WANM FAHE FFselol YUTh FL2Fo) A2
BrayAZA of e B A8 UB FEAES A7 ¥ gt

Ao
1) AA2gH

AZEFE 4219 Aol 19 10 mgdYth. BAYA3174) $4el i3] 19 10 mg 3 30 mg £3
A ATAAFUD. o W, £7] 19 §%e 2 mgolglen], 29 o|Fo] 5 mg thA 29 olFd] 10
mge 2 ZRFFUD. I olFE 5 mg 9ol FsEEUD. T2, 19 30 mg £FL 19 10
mg SR aAo)x] Gtgiich

2) FA Aot AEHE =25 2 EXUIS A8

o2 A AFRFES Aatet #AARQIC] 19 10 mg PUth ¥F4 Fof 13-E 7HR A op(10-174)
511}"“ el 19 10 mg == 30 mg S AFHAASHUT. 27]8F2 19 2 mgo|d, 2 Fo 5
mg, OA] 29 Fo] 10 mgo 2 FHFUT. I o|F= 5 mg AR FIF o F.

3) AW gels B8 AUZ
o ope ol(6-174) Aszte) $xtol vis) 19 5 mgHE 15 mg §FlH ATAAFU 2r1gwe
19 2 mgel®, 19 5 mg7tx] FeFslol shwl, Basthel 1 o]Fo] 19 10 mg EE 15 mg7tx] 3
Stk 19 5 mgrixlel g@zge Hole 12 oy 1AL T3 AAHOoE olojAcl itk of
ool g Wbyt ¥hgo] el AEAo e Fgsolo} Fuich

4) E Ao

o oke 2o}(6-184)) Fale] Fxbe] chal 19 2 mgRE 20 mg §FolA o] ool fEAC] YFHY
$UT 27 8%E 19 2 mgolL, 25 o4 2AE FI Smg DHUZ WmgriA] FAHoT FFYY
o}, o] kel gae Webizt W] uiEl AWHo 2 Hasolor Frh

2. FA8Y



AJ o]

o] ¢ke] FAEIHAN HALHLE 3AY ol e FANPLGE T2 GHSH HNEIW FAE

HAes 4o iH] 1Y 15 mg §FollA A% o2 g G ELS S8l FEAC] dFHAAFYS

FIA A 17AM FALML HE 6F o4 o] HEFAHOEM 19 15 mg EE 30 mg) FAHE

ot sE sxE r:H}z}Oi 3 °M<}Alfﬂ—°— =3l fFEAF] ASHASUS. F22F X5 RIta
o 3 828 b=y 4 BB d <) Jo) ey

fAawel Bass AR s BAE AABeE AT Heler Iuick

il

B Rad B3, FIHRel 18] aob $x, sl dol B2 B Fege] dolgiAelA
e B gergth

2 ZR87] Asd BAHos Aot Holok Puch A% 4 wE, 4%, A%,
A 8 BF W S BHstel 7] ol FYslA ggkonz FrlHow AFsl BUHs

3. THE A AN WA
1E GRUBSAZRE o) 02 BB AL BAAN $FE AN FoRA o o9l £
S A% SE R0l A% DY, GEE AN 2R T10e ARG B,

4, CYP3A49 A A, CYP2D6 A A, CYP3ALF-EA &) BHEA
o] <3} CYP3A4AAA(AEZUE, Zefe]2zrtolal), CYP2D6YAA (AU, EFSA Y, 2 A=)
HEEAA] o] ool &3FE WMo E ZLAhA A FUTh o5 HEFNQI EUH o] <9 %k—% L
SFUZ F/AE Ut A, o] Fo] FRL-SHA Y RIIAHARZ F4E wos, 1 3) Fa
S-g7o) g9 WA S A vie} o], £Fe] 23 glo] FAF o Fh

o] 7 CYP3A4LFZA|(FI2ulrlA| )] HWEF QA o] ofo] &FL Fuj(20 = 30 mg)rt Hojok
Fuch FtEniriA A HEE 97 EUd o] o &% g ZAA A Futh

6.1. Y3 A d A5 F(Clinical Data Package, CDP)

1) 31-03-238(1%3): An Open-Label Dose Escalation Study to Assess the Safety, Tolerability and
Pharmacokinetics of Orally Administrated Aripiprazole Tablets in Children and Adolescent
patients

2) 31-05-242(173): A Population Pharmacokinetic Analysis of Aripiprazole (OPC-14597) in
Children and Adolescent Patients Ages 10-17

3) 31-03-239(3%4}): A multicenter, randomized, double-blind, placebo-controlled study of two fixed
oral doses of aripiprazole (10mg or 30mg) in the treatment of adolescent patients with
schizophrenia

4) 31-03-240(3/}): A Multicenter, Randomized, Double-Blind, Placebo-Controlled Study of Two
Fixed Oral Doses of Aripiprazole (10 mg and 30 mg) in the Treatment of Child and
Adolescent Patients, Ages 10-17 Years, with Bipolar I Disorder, Manic or Mixed Episode with

or without Psychotic Features



5) 31-03-241(3%}): A Multi-center, Open-label, Safety and Tolerability Study of Flexible-dose Oral
Aripiprazole (2 mg - 30 mg) in the Treatment of Adolescent Patients with Schizophrenia, and
Child and Adolescent Patients with Bipolar I Disorder, Manic or Mixed Episode With or
Without Psychotic Features

6) CN138178(3%4}): A Multicenter, Double-Blind, Randomized, Placebo-Controlled, Flexible-Dosed
Parallel-Group Study of Aripiprazole Flexibly Dosed in the Treatment of Children and
Adolescents with Autistic Disorder

7) CN138179(3%): A Multicenter, Double-Blind, Randomized, Placebo-Controlled, Parallel-Group
Study with Three Fixed Doses of Aripiprazole in the Treatment of Children and Adolescents
with Autistic Disorder

8) CN138180(373): A 52-Week, Open-Label, Multicenter Study of the Safety and Tolerability of
Aripiprazole Flexibly Dosed in the Treatment of Children and Adolescents with Autistic
Disorder

9) CN138134(34}): EFFICACY OF ARIPIPRAZOLE IN COMBINATION WITH VALPROATE OR
LITHIUM IN THE TREATMENT OF MANIA IN PATIENTS WITH BIPOLAR I DISORDER
PARTIALLY NONRESPONSIVE TO VALPROATE OR LITHIUM MONOTHERAPY

10) 031-KOR-0703(37): #H3 Elgo} e FAZHE 71 obF B FAddA ofglg=zegtE
(aripiprazole)®] FEAF <A E Hristry] A3 TR, oSV, 8F2E, Add=
ORBL

[£1] Efficacy : B2E-BAZ Y, 2hFFA Bol, 2oh-AAgl, 43348 Bl 2F =&
Tmzite] BEQY, AokFURo

o WA o] 13 Eol ek Eod 7| 7} B7AES Ay
2 A2d(13-174)
BAEEH &4
o2 ) HEalE: 10me/o PANSS(positive e u
34 31-03-239 749 [l zZgE 10mgT: 302;1};3_3}2' 8/< 6= and negative ;j] ;;f EHO ]Q]E
° o)=dAd (100 -‘%]g]f T syndrome scale) 9= e
gz |olglg=eE  30mgd:| 4 wg °
102
k7 1003
2 0H10-17A)
G| FEANIR R
24 - |- ol ZeE: 10mg/ 9, YMRS(young At e F
34 |31-03-240 |o]5= 7 ;;—3.4_3}% mgz: 30mg/ ¥ 4%  |mania rating scale)|A 3 FoA
ookl % [ _ 9o = W3 Q %5
= B 99‘33
ok 999
o
—‘?—’-j% &OoHE-1741)  AH | helmzaE: 215mg/ S Qe gy =
3% |cN13s178|0 SRR EA g sz |ABCImAbY gz sey
iz |clegzgE a8 |7, T foubscale 3 8 T
gEaw (o 513 S °




Aol6-174) A=l
ax
4rl# oY ZSET SmgE:
749 531 - olg 9=} Smg/Y, » SjeF iy B
34 |CN138179 015 A |olgl®=ZaE  10megT:|10me/ ¥, 15me/ 2 —  |ABC irritability o .
-ﬂ;:;tﬂ_é 5953 me ) g‘z{é mg/ < i subscale 3 W3} 2}2 o8
gEg¥ |oldIZgE  1Smg:
54
9ok 529
%+
gg; Bolu gz=a o
amg [FRE FE uwe
o o] A9l k= AA I|- olgm =L 15-30mg/ YMRS glo H
demz |3 g (oung |sle} til
374 |CN13834 =3 ¥ &= 0{4 . 6 mania rating scale)| A8 FA
v - #e =3 9 UdZ
T lgazaa m TR ’
2> E I
T aohe1sa)  mage _ : :
3y |31-KOR- A4 g;{( A FAIE Gamzaz 22me XIS Y et o 5
ol=1u Q = S o
0703 R | anzga g | W0F  |everity scale) 8 |14 i
Aekiiz | - g ty scale) B g
=g S oFE: 297 A4 W3 °

L 9%9 AeAY B A=
e US FDA Pl(product information), @ =Z2|%}E3 &

L FUFAAETG ] NTAE 2 23 o FESS EA B A=
e ollg] o] vs Aol ZHAL vs B AHY
eoldlg o] vs S2HE

. 7€
o T ABAESFTHA AE - A FFATNt #HE g F ¥ HZ I Ex e (2011.14),
Lol ad FAEEH 2 Lo} FF4%)(2011.14.), Lo AHHAFef(2010.4.5.)




