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St IRCE i ?lok ?lok
ML MEAA AR xR
(1=285) | _13g7(N=555) n=695) (n=662)
(n=357) (n=819) (n=1001)
Hol =5 L - - - 1% <1% - -
Saix | - 3% <1% 2% <1% 1% 0%
A3L7| 2o 4% <1% 8% <1% 3% 1% 2% <1%
A
Mgy
1% <1% - - - - . -
£
2zt 1% 0% 2% <1% - - - -
TE - 1% <1% - - - -
Az [o{ x|
= 2% 1% - - 2% <1% . -
2HS 1% <1% 3% 1% 2% <1% 1% 1%
JSEER
L - 2% <1% : - : -
2l
=2 2% <1% 3% <1% 2% <1% - -
ST - 1% 0% - - - -
e wa - I 2% <1% : -
|:||_‘|1*H l:ll-7|l=l
SETTL - - : 2% 0%
Al7|H ™
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T R230 OiEt M Al & F A2 SZTZHAIHOIMD, & A2 n™EEFAIHOIUCH
HECHH oo CHall AAIE F AlR2 ZF DYSFTAIRO0T, LHHX| stLiE STEHEAR
OIAC Atz ZEBO| et 47Ho] A2 STXRHEAYOIUD st DHEZTAIR ol
SEYool| 2t Al & F A2 STZHAFOIMT F A2 1HET Aot

2 230 Cigh OISLH QIFCHEAIROIM O] of Rz BAISOHAM LAE oldHE & A=1t
HHE Doz AHET, XIZE SHAIZE 13 2o o|4ErES2 Cts1t Lok (HEH MM

(n=192), 2I2K(n=202)) : TEA(1%, <1%) ; AAH1%, 0%) ; Ol&AZZH(1%, 0%) ; EZ(1%, 0%) ;
HIE&XOl Alof, T2 AOFER(1%, 0%) ; HIFEXMOI MY, T2 AHEX|H(1%, 0%)

3 HHEZotEolol|l CHEF 5 7JtX|Q] OIF L EH7(7h fIfCHZA |T">=.01|k| o| of x|z EXE0HM
grMst O|dEIS & 4En nHEl W2 AMEdElD, XZE B AI o O 2o o|dHtse

CHETH ZCH(O| 2 (n=476), I2%F(n=201)): F5 (4%, <1%); HEZET (1%, 0%); AISZE|(2%,
);

<1%); O1XIEAZ (4%, 1%) ; HIEEX AT (1%, 0%); HIEAH Alok(1% , 0%)

« gotatofoll CHE DI W F7IZh AACHEAIFEIM of o xIE BRSOIAHAM LrAs
olgEts & ofEm HE WeER AZEln, XIRE SEHATE 1 Qo oldEtge o
ZCh (0| 2(n=535), Y (n=257)): 8= ZEl (1%, 0%)

S AtZISZB0 it 0I5 W e7i&Eel IACHEAIROIM of of X[z BRSOIAHAM st
Ol¥EtS & ofEm UE XWoZR AEEln, XIRE SHAZE 1 2o ol¥Ers2 o3

Zrh(0l 9f(n=257), ¥(n=129)): H= ZEl (1%, 0%); &1Z2I (3%, 0%)
E | 2F=454, 2[=357).

(2) Ol & XIZEA 5 2% O|&olM st o|aktS

LE25(12F, 8F Y| 75-225mg/day)t HE HE Of
225mg/day), AtSIEES(12F 75-225mg/day)t ZSEEHOH(12F 37.5mg-
225mg/day)e|l ZMxIZ F YA x|2of ME ol4ESES ¢
gtxtoll HIsH o o xRIREXOIHM ©f Eol UEdem, o <k(7s5-
225mg/day) %2 EtXtOIM ZMEO| 2% Ol El= oldutsE ZZt E 2,
E 3, E 4, E52 ZrCh Foiy|zh 8¢ EIIX| o|4HtSE Holx FHH
Olah ZsH #tXlo| HIgg Zt 2 EAISIQICH 218 olMdEgg BF

COSTART-based Dictionary terminologyS At235t04 £7F 6L}
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®)

HHEOAEHERX s F7t EHTS0] Yol B 7.4 mg/dLe| HFE
A9 Hlmsto HztE Al %[F 2F 1.5 mg/dL B7HSIICH 8F X 6

HENRIS] AlE ™ PIfCHE HECHEOH(GAD) AlRIA, fIef IIHA=

J¥
N
ﬁ
ORd
0F!

Z 9 49 mg/dl 2 7.7mg/dLe| EH EHAEIE sTHAE
Syet g, o] ofol X|2= 2T ZAZ 9f 1.0mg/dl H 2.3mg/dLe| ¥

Zo2EIE B7tt AEIACH AlE H 12FX|Q] AESZS  (social

oy
B>
to
o
El
g'l_l
Ao
ﬂ
O
o

= of 114 mg/dLel Y Zol2HE sk 37t2

ar

AREIACEH AlE o fI¥TiE SEHO AlFolM 12F7x[e] o] <fe
Aze 2T 7 Y Eol2EHE skol Aol 29| 32 3.7 mg/dLel
#daol His of 58 mg/dLe| B7tet AE|UCH {ofCHE 1270 AT
AEoIM zla 37HE S o] <ofo] HAMz iz #Xs 2T &
ZdlAEE0 o S Rz BALl T BT 7.1 mg/dLel HAL

Hlwstod B 9.1 mg/dL F7tstACt ol2det E7h= Al Ziztol Ex 7|z

S|EMoIieH, n8FULE o 2 ZJEOIUCL 1) baseline CHH| =50
mg/dL &7} & 2 Zfo| 2261 mg/dLLZ %|F € ZdAEIE 57}, EE
2) baseline CHH| 250 mg/dL &7+ Zko| 2261 mg/dLeZ "W X
Zo2EE 712 HolE Hi, &Moo=z HEE Bt o ¥ XIE

BrRtel 5.3%2t 1 X[z BAtel 0.0%0AM 7S =IRACH.

MNlE wis)
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1o
0%
ol
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olzfst WEFoI= o %ol WY SEE BIAIIE He=

et ol <ot of F7tX| E4HE SAlol A AdMst=

0l

HEF oAM= FLolstodoF BHCh.

8) CYP-450 S|z 40f 2|5 CHAIElE S=2E

(1) CYP2D6

B

ool CHelM= AT =Xl AQUCE 2Lt

of & ElCt.

o210l

Al AIREAl digtzalol CcyP2D62| HImA offt X{siA|zt= ZO

Bf54R4CH Olz{Et A2 o <1t ERSAMEIS|] CYP2D6E OH7HE &t
MAEZHEZTO HAEZTOZO| CAY| CHEt BME HlTst= A4S
Y3 EATFoM U

<o|0|=g}3l>

Mgtz A2 olO|=2t2lnt  2-OH-o|O|Z2tRlel okEsto] FEFe FX|
oftaLt, of ofol US2 EL OIAZERIS| AUC, Chax, CrinOl & 35%

& 7+5HACt. 2-OH-despiramine®| AUCE O 9 37.5 mg2 12

ok

04

AlZb oOfct

42 z|4A 2581, O] & 75 mg2 12A|zt Otct Fo{E Z<L 4.5HY

E7tetict. olol=2tRl2 o] ofnt O-ClAmEHE T Aol ofSsto| JES

ZFX| CfQtCh 2-OH-despiraminel| A&of CHEH X QojMe

oict.

<HEZEE>
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o of(5d St 8AlZtOICH 50 mgFo)t MEZEE(BGY S 24AZtotct

100 Mg 0)8 Z4ZE XIRIOIH SAl0l Fofste S 4= 937
4, HEZEES HHOAMR o«IISSAHEZEES ST

#H3lgi0|, MEZEEC ¥EsT 7 30-40% B7HEIQCH A8 X|XE

ez 8 ol 7oA, o <ol HEZEES HLYst EIE

HAAZIE W=z LiERCE o ZAntol A4 dghd2 Bfs{XIX| SfQhCH.
HEZEES2 0| of £= 0| oo ZdoiAlA el o-ClaME Hatzalol

OFSE FAS WMHAZIX| rch O %W} HEZEEO WRFoI A

<gZ|AHZ|E>

HIZIZH Al 150 mg/day2 XIS Z  Fo0{A| CYP2D6E Oz  §t
2laHZIE (BFE2 1 mg 138 Fof)o] I &4 CHARAE! o-
StO|IESAIZIAHEZIECRS  CHAIZE <zt XsHE[im, o ZAx

BlAm|ElE 0] AUCTH O 32% B7heteich. dBiLE, Of ontol WERoist &

bk

1Y RE@EIAHEIEDL 9-s0l=SAl ZlABEIE) %S Kol

02
0ok
jo

FX| oftch o 4289 Hd™ frolde g RIx| ektct.

(2) CYP3A4

AIBEL AIBIAl O & CYP3A4E XiafstR| ofgtch ofefst AbAe

ALY AIRAl #HiZpEAlo| zatESE, Clotx|E, iHorME 2 El=

oI-.-

Of QlAt

Al

HLtElg =Zegt Hod CYP3A4 7|EQ CHAIE X{sHsHK|

= &EEHE AFof ol FHIZRULCH

<QlC|LtH|=Z>
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(3) CYP1A2
AL AIEAl HEIE A2 CYP1A2E KMalistR| of=ch ol2fgt AlAS
MAL AIZA HEHE A0 CYP1A2 719! FHElQl CHALE XaHatx| orte
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(4) CYP2C9
Al 2t(in vitro)LH AIBIAl HIZFEIA2 CYP2C9E X{&H&HR| of=Ct olg{st

Atdol e olnl= Efs{XIX| SLRALCE.

HIpto A2 CYP2C190d oldlf EEZXoc=z CHAIEIE ClotMECe|l CHAIE
XMallstR| ef=CHC|otAME & & =X).
9) MAOX{ &l A|

MAO Xslid| o EE = E7[ZF O|Lioi o] of F0{§ A|ZSt7HLE, O] of Fof

SE & Bzt oltiol MAO XsHAM FoiE AlEsts EAOIM FFQ
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x| X ES8{7+L: 2003.11.21
%|ZHZES7HY: 2024.09.30
12. 7|E}
1) SAA, HAx F8 U oEH
CHEQUAAIEHOIM O] 29| BH &7t MAXOE HWILE|X|= E4Ct
2) H|J4 oty Rtz
(1) ghety: Hizt=alg of 17 18742 St A7 HESE AHE9| z[CH
HEEOl mgm?2 Z|IES2 1.7dHio] SHESt= S8FQI 1€ 120 mg/kgS
EFo{RiCt. B 0] of2 oA FAFHE2ZE 24713 S 1Y 120 mgl/kg
THR| E0o4FHCE 120 mg/kgs Foi2t2 SHEofMol o oF EE ST = AHEQ
Zo HYFES S58F Xl 1Hi(=H E)Qt 6Hi(YAH SHE)UCE O-
HAHE CHAACS X 2o HETFES =8F EXECH HEolM
SACH O &F X|E= OrRAL BHEMM SEES S7HAIZIXR| A4t
(2) HO|HM: HptzAm F CHAMNQ! O-ClAHEHEIZ AR Azdz]
gref2lotel Ames0| AIRAl E&= RO|LZFAEHA(CHO)YHGPRT
ERSE MEAMe RTA HH0| ARAl HO|ES LIEFLHR| iRt =8
HIZIZE A2 jn vitro BALB/c-3T3 OFRA  MEZMOIAIE, HIZE CHO
MzolMe| xtoH FMAM mE AR, eI M=EoMl in vivo JFAHA|
Olef Al SollAM Ho|LE PFMA| olag YoF|X| ihct.
O-CIAMHZEHEIE A2 in vitro CHOMZ JMx| O|MAIY &= SHE FHE
0|8t invivo PMA| 0|4 AR HMA olatE U7X AACH
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(3) MAlsol old: Moo CHE MAD £S5 AFolM Abztel 1Y zrH
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(4) 2l7|84

=

HIZIZ A2 mgkg 7IESE2 AE T8 375 mg/day2| 11HH(BHE), 120K
(ETNE BFE0| AlF|HLE, mgim?2 7|22 A F0{&F 375 mg/day2l

25HI(BHE ) 4HN(ETI)E dFF01 AlZl SHERF E7|9| EfRIIM Z[EE

—~
Z
oo
4
2
L
=
rok
02
o

SiEol de Mzt Bol *E BTF0IE  AIES0]  OIRAIZHK|

AFE05IIE M ENRtel MBZ A, Attt EfRtel 7t #E =% 54 ¢t
EfXt MY EQ| BIt7F LERGCH ARl EFERIX| offct. ol EHEL
AMNZFE0{8ZF 375 mg/dayel 10HH(mg/kg)Lt 2.5HH(mg/m?) E=rollM
et =9 ENXtel MEEZo| WES DIXIX| Sl 82 M

BF9| mg/kg ZIESE 1.4H, mg/m?2 Z7|E2 2 0.25H4O|C}.

A

(6) SHX, M &g U oFY

bl
I

In vitro Ao HEtEAlo] otH, HZEC|otA|E, HAIZE|T(PCP), N-

methyl- D-aspart acid(NMDA) &%t AxXMeo=z ZFl5=0| ¢Ig0l
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Ef54RCH MxR|IFol JUoiM B2t A2 CNS A= ZIE LIEHHX| 2EQACH
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rr

o2 T AEoIM Ol %2 H8 B¥S KOMAN SEATIAL =

Olol

MotAlZIx| kgt R7HRO  AlFolM, =2" #&ol7t o]

S

12
jo

HUMFALZ K}7HR0 St= Zd0| LtERELCE

[ZEEL]
37.5mg: 28 e /| ECIAH

75mg: 28 e /| 22|lAH

[MEEHE]

7|2&7|, 25°C ol &

A8 712H

NZUZHEH 3671

[MIZ=%H

MZEAHZEELATSY):

Pfizer Ireland Pharmaceuticals

Little Connell, Newbridge, Co. Kildare, Ireland

MNZEAHEEZH):
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Viatris Pharmaceuticals (Dalian) Co., Ltd.

No. 22. Daging Road, Economic & technical development zone, Dalian Liaoning, 116600,
China
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