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T2, olF e/, SRR G:ZH/EA $H0E) AAIE(n= 370 )olA FIHEATH

HE3-2 o] oF FoFo|A 979 (52.72%), HEF FoFolA 937 (50.00%)0 A EA ATt 73
! < o] o Tl
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Auk2-o o]oF EolFoeE oA 53 (28.80%), =S 16H(8.70%), AAFRZFE 5% (2.72%) °|Q1L,
xoF FolTMe oA R 32%(17.20%), =& 118 (5.91%), BXFF 7% (3.76%)°] At
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o] o BoF (n=184) | 2} F 7 (n=186)

n(%) n(%)
2N73A Zel
AR & 53(28.80) 33(17.74)
o 16(8.70) 11(5.91)
5 1(0.54) 3(1.61)
B el 2(1.09) 0
T8 2(1.09) 0
AAol g & Foi9 AH
T 5(2.72) 6(3.23)
eSS 3(1.63) 7(3.76)
AN FZF 5(2.72) 1(0.54)
5 3(1.63) 2(1.08)
b 2(1.09) 1(0.54)
F718F 2(1.09) 0
AZBA Fol
ER 2(1.09) 4(2.15)
At EHF 3(1.63) 3(1.61)
HH| 2(1.09) 2(1.08)
79 2(1.09) 2(1.08)
394 1(0.54) 2(1.08)
TRAZ 2(1.09) 0
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AR AH G
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d% I ol dFE A I A (CPK) Z7} 0 2(L08)
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ATt 0 2(1.08)
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553 2(1.09) 0
oAF 3 AT A

395 [ 42.17) [ 1(0.54)
=9 gl
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A ZBA Fol

o 53(28.80) 52(17.20)
% 16(8.70) 11(5.91)
83 Al 2(1.09) 0
ol 2(1.09) 0
T 0 2(1.08)
e 0 1(0.54)
qeE 0 1(0.54)
7191 % 1(0.54) 0
ANA A 5 058
Aol g FEofR| AE

g2 2(1.09) 7(3.76)
i 3(1.63) 5(2.69)
T 5(2.72) 1(0.54)
FEs 2(1.09) 0

ne 2(1.09) 0

1 3) & of 1(0.54) 1(0.54)
iy 1(0.54) 0
TETE 0 1(0.54)
ol 71 & (P =4) 1005) ;




53 1(0.54) 0

] 1(0.54) 0
AZBA Fol

79 2(1.09) 2(1.08)
I 0 2(1.08)
TRAE 2(1.09) 0

At EHF 1(0.54) 1(0.54)
55 Bzt 0 1(0.54)
A} 0 1(0.54)
nik: 0 1(0.54)
AFAEA=4A 0 1(0.54)
TE 0 1(0.54)
7 gl 95z Aol

s 2(1.09) 3(1.61)
23 0 2(1.08)
=7 1(0.54) 1(0.54)
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A AA AL
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o}~ 1} | o] E o} .= E & 2~ 9| 2} A (AST) =7} 3(1.63) 0
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34
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Al 217 ol 1(0.54) 0
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5. guty F9

1) &2 3 BHaAoA Zgrhddo] &5 A5 # S ¢ Ee o3, AL JES 3

9 W3, AdFTE B ALYT e AATTY ARS STHE F UFS € SR oY

oS4 Ee B30l BAE AF FA ARAZIIA Rad F UEF o

2) o] %o FEALS BHAY T APHS E Y TIAF AT SAE =2 I A

M AFTHAS & ABHSTAH FF5 dt Fa4L FrHHA &t

3) A B A ARElY ¥ ZHEY S oA YE BH E5S 2T 7 o TRHA ¥x
A= 9 gAdEZR

oF: g AP, o] e dF B § & HEE oX Y 89
BaEATHOI A 2% 28.80% vs 17.74%, &8 8.70% vs 5.91%). ©] kS AwirE 3RS o] ko)
59 old &5 AFE FeAd I &V AAAE o] & E&de ¢ +d 2 EFS
NA L 27 Z& AAHLA JFA] de FFS A == AuF oo} I}

6. 33 A&
o] oty & <FEHY FEFFTAL Ui F7t A7E HAAIFHA Lokth
=z 7hEde et 4ER FEATAE AR gy 2

1)

1) ZE7hEd2 AAANA A9 tAtEA] gon, F2 vHEIARE =2 WAddTqeer e &F
o] A Z oA AFSF H). in vitrod A FE O HALS A A gorn, dF T A A3

-

A go} oFESHE $5AEES FUESA %, BF olo] FFS WA FE Ao narh
2) WebA, in vivoAl AN ZaAAAT AUES), sulelAE, $EEY, BrEel, v, =
BAE, SARE, e AoloE ddHoE ARy Ut FEHY 4uAg0] BAAA LT

s Be FESH NN ATE FFFHA, olkA, A&, Aeut2u, Hobbn R &

geplo|Ex Zesbige] Seloldze] QRO foH FFE FA Bt Aoz vehirh

3) T bR =22 E R/EL AAY d2EFHTLH e ATAYAY WEFAE 4

53+ #74 AH9 oFEste] GBe WA g

9 Az DAY, SAERAR SA2E, 2AE, e B3
o

ol 9 AT, ZAA TS APe 2 zAARel EaE 224D 4 Aok
5) A ¥ ZALIA, ZelgAs T8 FRAFA AAANE 28 BRI BEFAS E57)

6) AT F ZALNA, obAFAL FA G 22 WAH F A& EH} BEFA A, F LA
o

7ie BE (18 B9, FAAT, 23 TANT, @a)d B Sap7t Lad ok o
7) 289 AR FHeH g B AFE YsIAA ke

L URE Oaos T NUe FdF A4 Azt fiY FES dAeE @ AN
BHEHe] deston, Ao FAHI FFe WHAX Witk wepy, o] eke AmA
#o140] dlofol Wie ABAL ARt ASE AdanE Ao FAGA skt siSlei 4o
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2) $H%: ZeAZPERE FATe] Bi Foz oduth Jotel e Zelsbiael Ange ws
Avp glomz ZYhEAL Folsit B Fit BAHA Fevh dolol UF BiFR 79
A3 gEel U@ AR F4L Lt BAFHE FVEA EE ZdlEY FolE FUUA

8 &ob B il U@ Fol
o oke W 194 W Aol W Had BAAY HRAH fEAC] BPHA kv

9. @A i F o (T 654 ©])

1) o] oF2 ¥+ 654 o] PR A b H} FEAC] FHEHA LSkt

2) AN A AF F7te] wet Z A Sjoldae Faste Aol Ao e A
T i AhE 1H wE Y olEd FTlojuie A AFJHEL AUFe] AstH
AL Agdde, 87 AV 28 = Jth

10. FFF A 8] A A

z7pdd SHE AlS § ALK, ZE7pEd Y] AFEFEAA FFE P £ o] g
Ao, 8, £ FH, ¢35, 58, HEAFHoUt. IR Ry ZHspLASs AF F
o] A, AutAEQl B Z QW (supportive measures) I ZQ3lthH A EXo] FQ s}

11. 28 2 HFZ FIAE

1) ojdo]e] &o] @A e o RAgH.

2) & &7]9 HpFo] ¥e= AL Aol HAY F2 FA WA ugASIA] foma olE

o] g},

12. A&7HE A8 AR

1) 91}:?43}%

ZH7PEAe FFAAA AN a2-§ FAFHDA =3 ZEAld(Voltage-gated calcium
channel)®] B x3Z oldg))ol] & Fgoz Aot ZyrpEdy #8711 &3] B AA
Fhoy, fFHFor HYPH vz Ay g Jhubigld o] Zyrhddd FExHeE Ad
H SgEA e AAe a2-§ ot ol AFo] TEANA LAY F4A 9 i Fie}
#48 & F Age :‘]% A ALetE A7 T'/_.:}b FERDA A, Zyridde]l HEy o HA-F4

(pro nociceptive) A BAGEZD S ZF & HES AT ZLE YUEHOH, ol a2-§ F
& st ZEAd F4F(trafficking) S Wl 2/ e ZFY 35S TARAFOEZRN YeEPE &
Ut olQiE AAES 2 WY FTF TE EES T AT ZHEEHY 5494 &40 FH
F U 55 Ags 2Aste HIdA fFHld 88 =2oteddd 2 ANZEUAY AR s

YA A AAFALEZQA GABAY T2 XA oY GABAA, GABAB v Wl ZT]olA|
A F&A9 A7 AFstA 23, Wi FHAM GABAAC thyt wES FAA A gon, A=
¥ GABA ¥EE E‘ii}/\] 71AY GABA &4 Exv ®dld 34 9SS A =k 28y wd
F @uldo " g FU7HA7]1a 7153 GABA F
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H &S S/ 2Erhgde YEF Ads AdstA &3, of FEA A S48 A &
3 | et ARZED 2 =39 FEACA BlEgolw =3idl, A
2oty dd AFFE AAsHA d=

@ 5oty An
o ool ehEatd B4 ofgsh o] WrIHL

S 7te] AEFAEH vHuAsE
ok 150mg¥} ©] °F 300mge] &5 ¥AL F

ol

S,

A% AAE qwgi o] °F 300 mg(/\] he 1d 13, 34zt WHE FAFS A9 FEdH 5
d W74 150 mg (I2eh S 1Y 23], 3¢ B2 Fof P& ASo} vt of
=l max,ss, AUCtau®ll thgt 713t8+ 8] (A @/ Nz 90% 4= F3ko] 0.8-1.25
o % xg=o, AEgHoz T3

o

42T AT AYOE SAE WiE ol ofd ABAN 540 WAL IBE P Ak
o) oF 300 mg & T AANH Fol A} DAY A4 F T AT MDA DAY A

() 99AY 3n
TE ARYFAER(FA TR AFEF D TN F AAE) BRI, o] F A HF 1
U 15 B3 A% EHEANER S AE) 19 25 BEA FAHH FRAE RAANT, o

504% ?:_]150mg~600mg 1 9] o] A
7_] 74 = 01:51 o] q.

1) ¢33 a4 Hrpas
Azt FEAH HrF HEFEA, o]ofH thxoke 125 FoFr|ZHY] mixwt 7Y o] B DPRS(daily
pain rating scale) A& H a3t

R ut 7U7Ee] Hi DPRS A5l that LS Mean(+SE)2, ©] ¢F Fojo|A] 3.01(x0.13)d, thxok
Eo oA 3.06(x0.13)HolRen, F X 8T DPRS A4 Zpo|(hEF FoF - o] of FojF)o
3 LS Mean(+SE) & 95% A1 2772 0.06(£0.19)[-0.31, 0.42]°] At}

9= fFoFE 25% stollA AT &43H-0.31)0] HIETA FAQ] 078K T FoE=®, o] of Fof
o] iz Ty Hludte d53A ¥S 2l At 1 AHE ol el YERRAT
o] °F(N=146) o) % °F(N=150)
MMRM(BHESA S }a AR T)
HA2AFH T (FEFL2LA 3.01(0.13) 3.06(0.13)
95% Al =3t [2.74, 3.27] [2.80, 3.33]
zololl tigk HAAFH A (SE) 0.06(0.19)
zpol o tigk 95% 413t [-0.31, 0.42]
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]— (¢}
ol frEA Bt E‘i—’u‘—?l 1A A WEl 2 e AR kA 7 2 B DPRS A B Ao |
7 AF M Z1A A el F1k DPRS A57F TAHCE FolstA A2
0.782.tF A
FSAtH

of

1:!

o T'_‘
(all p<0.0001), F T3t B DPRS HAF tole] 95% A3t 3hgke] HIAFA FA
F Fo2d vuste] BE BE AN d5A d5S

A4 e WE DPRS A5e] 71zknAg Wa@e T AnTol fASEoH, AR fel@
Aol 7k gldt.

AXA ol 7t wE A" AT 79 P@ DPRS A4} 30% o4 pad maAe Hee T
AnFol A A Ueor, RE AMOA F ARF FAHCL fel@ Aol7t gdirk

(4) Ex—b\]-&l 73&
1) T=of digh 3 AP A ZYrpEde dAFeE AFE oA WEgol &
Ao R et A= @ dzold tid] A wh 3

3k
A EL] % - FFAAAA AT Aol BAAAD. 9§ An £

= A 2 f0EA FgTh A= L EAGNA B
Y we R8P w2H 9T etk 24 A5 0P =4
A An FAgFe] 20 oldel §Fo) =N Y=o Al wEs

3) ZTE/PLAL in vitro 2 in vivo Al@ 9 AFAEZ B of FHAEAHS VERA &uTh
4) TYFLAL A= D v AS

d 600mgolA e Fi UA =&
HFAERA gt £, Ht
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5) o™ (Juvenile) A=A YeEld 49 FT/HE A A=A o
o, HA A=A F o ARSI XE5E&FY =FolA, F5FTL olde]l H A
kel Wsh(AAA Q] AFF7E JANTY TFAEA dAEF AV AfT EA
e AA XN5=FY sHdA FFHHAT AA X5 =F9 28] oY &l &<t
1-3)/55 S(EE/719) =& A=Y "HAA AAPF/AA 0 g FEFo] BFEFHATH
AXNE=Z9 2v) ol &Fo 2 12F F¢ =29 o] Yo

9F ot &3 FolE ols aFUt ¢ o)A #EHA &Sk
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O AR R AE7|%H

[150mg] 712 &7], A(1~30T) B#&, AzY25EH 1874€
[300mg] 71247], 4L&(1~30C) B#, AZY=HE 4/H¢

1.3 959 %F 55 (DMF) AHe
O Zy7pEd
* AR A ZY : Assia Chemical Industries Ltd
- 4 : Teva Tech site, Neot-Hovav Eco-Industrial Park, Emek Sara, P.O. Box
2049,Be’er Sheva 8412316 Israel
- DMF 5&W3% : 711-3-ND(3)

14 3 71Z4
O (AAAY) TeFAPH, A2z @ rojeksE T Aol & 73 A22A1FA 25 U=

1. TORAH A3 F ToobE Fo] Qhdol #I A ARFAGA2E UE g o
AAAL g FE5S.
- AAAL 717F : 2019.01.04. ~ 2023.01.03.(4'F)
- AL A A 717 2023.01.04. ~ 2023.04.03.

2. "Rk T AAAL ZIFE(AFYFEFAAA IS FFE AL

3. BFd AT AT glo] 7] 21S olAWsHA] ol Afde B FEFIVIE HAT F

A+

15 HFAF AA A%

O 3 8l

16 ZYFAA 48 AR A

O A" : = /I NP A A tist LA B3 B A oJFo st A&
- A Y FE5O U AHSE AAYE Y5 ANA BHLE Y
1.7 AR HE
O AT 8=
1.8 AEo ¥
) ZIEEA Y | A FEA | AIZEEARYY] | dRQFEFE
T 2 | FEI =
%A A= #48 A8 F #48 A8 #4E A8
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AAFAA | 2018.8.20 2010.1.29
Bneax 2018.11.16
2018.11.16
Az} 2018.12.20
BYHSF 2018.12.11
2018.12.11
=} 2019.1.2
e
HEA 2019.1.4 2011.05.16
gz}
<89 1> GRA-HED D V1E R AREY A4 2
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Y D dAAG-rEAL R VIE R AREE AAES

(M&xz 2]
O BATA : Q|eRES] FBH7}- A1 - AATFHAHIN) ARx ABE

[ER1] I ABASAHE 5. MER HEF 7. 2L AP (TLFAER)

A e Wz
- |45 2 3 4 .
) 1 7t F T o o H
1) 2) |3) [4) |5) [6) [7)]8) [1) |2) [3) [4) |5) |6) |7) [1) |2) [1) |2) 7H | EH e 1)(2\(3 7t 7t -
5 AE-8H82k o |ala|ajoofo|ala|alalofofo|alalx [x |a |x [x [x [x |x |x |x|x|x|a o
7 Aﬁi%ﬂ]ﬁg o|afa|ajofo|olalalalao|o|o]|a]a]|x [x |O [x [x |x |x [x |x ixxx Z'Z)
Xi]%(ﬂl?— o DMFEE¥3 7] O[O0 |Oo|o]Oo|Oo|O|O |0 |O |x |x |x |x [x |x [x[x]x]|x fe)
BAR

O AEAE &5
L 719 =e 2d 2 AEAE9el 243 As
2. F2AA, Y8ty Ao 3 AR(FAA B Aw)
. ghAlofokFol] A3 A8
) dEE R O RFd] A% As
) Az Ad A=
) 715 R AFEYel 71Ad AR
4) 71F R AR 33 2A%E
) Al
)

SN
d

CES RE O 2 ANEAE
!

5o #s A5

6. AFAFAA A #HF A5
7h QAN AR
1) AEFAT AFEIA
3) %FE3HPK) Al PR ILA
5 fraAa tAdg AlE HaA
7) SANEAG NE B EE




- 103&104 study= 3% YA S0t 948 EFH LT AAZ HH7Hi<eHY PK HE S Hlasta
AR o) 45 S g
(YHD11193 & &7 €3 Cmax¥ AUC oA 553 23S BY)
o 34 47301 study) A EFEES W2FOZ FFA 2 AANS Y=59S
- 34 AFol AHEE 150mgT 300mge A7HA FF7F FUsIH, Hl&o] frAlele] ML EEA P AXsFon, oF
EESAIANAN AES A3} A Ao N
- AHFE9] 2714 strengthdl 150mgd 300mg¥e] &A1 A A vla(dd 14)9) #AEo] Fashy,
- Y7t Ed A 4 £3HE PK lineardt AoE dajA glomw,
c AREZREo] WA AAo)7)E s, HrlAY 28 2 H| o] 593 HL 7otd o), AJZEIME 7+ L
HZ PK lineardt A0 2 o5,
- Zh £ NagEAYS 58 £F dHo] 58S 45 ABE AFINS
- EgHog AEF AT, AJFEY 271A) strengthg] 150mg# 300mg#He] HEFAISE A3} vlw(Yy 13)e
A7 e Aoz #ag
o T FEY A F 8 - &F T FHste 34 AN FAA F-HE & - &S AHE
Ao} S33 BN, FIZYPLEAF S B4eA G52 s W8S FsiFuA HABA

1. 713 £ 2d & e d 9ol 2

rok

b Xt2

CrE Y 7P A A 1508 B 1 (2 7R )

ez b A RA300 8 13 (Z 8 b )

o Fg#go] wE EF(Pharmacological class) : 119 7|E}e] FF2173&9F

A : GABA(gamma-aminobytyric acid)f-AHH 24 8812 (S)-3-(aminomethyl) 5-methylhexanoic
acidY. TFAAAY AA &4 ZeAd (Voltage-gated calcium channel)] R %% o}t (abprotein)l
ZA3tst [3H]-gabapenting 73E3stA A&st] 285 Ul o2 4

[ ]
o 4
o
_1}‘4_,
fo o
N
5

12. 719 2 ALEAEH
+ FRzAAYRe ZdUAE FALOE A9, At ol Sl o)) AR TR S

. *Lﬂﬂﬂ‘:“a & 7&;‘:@«1 3% 1€ 23 Er%‘“ﬁ"lt%}% EAgo] Slo] A=Y e EE wo|1, HEAAA
A k=9 AT BeAo] U
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Hr
_?L

LTS

025 7]]_3_ ul i]i‘ﬁ
7] s7He gl e

(ZH7hE)% 59

ARFEY HA0F A Adelgo) BF NG
AYAH Wz B A %9 AE L
|
]
[
E— I I
p— I |
|
|
]
—— ]
— I D |
— I ]
]
]
A7 A9l FA A T yhdd AMEAA wHE Fo] & Sk A o))
YHD1119-103 . | FEEH AREE v Hrsty) A% 3, FRAEA, 1A dFAE
Ver 1.0 | 94A=2-170
VIS A (zojz o | o ; J * | a8s 9oE]
E4) ' - -z : {7 £150mg(Z 8 7L )
- A8k : YHD1119% 300mg(Z 8 712)
278 A9 FAA YHDI19 A9 583 EAd S4&0] Hx&
YHD1119-104 Ver 1.0 | 9RAEH-18985 | 9FS Hrlstr] A4F I/, F-FYMA, @3 F ¢, 13 JAA 3
/13019 | (01727 (2017.3.27) [H3A1 & JFE]
- @k YHD11193300mg(Z # 7} )
U2 AAPEAN EZ dAdA YHDI119% Pregabalin® ¢HaA T
Fa4L vuEy) 93 24994, o)FwrH, EAUE, OB A3y
YHD1119-301 Ver 2.0 | 9AAEH}-73035 | YA
B (01611.8) (2016.11.25) [H3A1 & JFE]

- Wz Y8717 € 75mg, 150mg(Z 371 )
- A&k : YHD11197% 150mg, 300mg(Z7Pi))
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: (35)-3-(aminomethyl)-5-methylhexanoic acid

: 2713 (Pregabalin)
: C3H17N02 (W=159,23)

=]
Al
al

3

A

"

H

RLe
o X

21. Y98 9 %F (Drug substance)

211 ¥R
212 AR FF AFFE

48 0O &3 0O7")

AR (O pH
B AREuAd

=0 = N| AR oo
T 1 Tl

m"mo?

)

L.

T

221. A7 Y FF (FAA, AEA, dQ2A, HolAd B3t

2.2. A 9 F (Drug product)
222 gAY FF ANFZ=E

BH B
<< 1l
o ply W ok
RN Ro
mEO®

Ro
-

<™

2o B | ]
% E_ﬁ%
_RCEmES

_20_

94

32. $A) 9ok



ANEEF kil 7138/ A2 A3
A71REANE | 25C/60% RH Alu-Alu |- A3 71& W A
7FENE | 40T/75% RH Blister |- 2% 71% W A¥%
33. AAALE & 959 FrEF
o A} : [150mg]71E&7], A&(1~30T) R, AXYZ5E 2470€
[300mg] 71 &-7], A&(1~30T)R &, A=

Y= HH 3070€
34. A g AAA JA

o 15022 AA et “AZIZHE 187 L"7HA ] ALE-7]7bo]
o 30022 AA et “AZLZHE 4L A ALE-7]7bo]

51. $P&EAE e

o OlobE] FEEL AT ANGFA ABZAUGE] A WA AV
52. A8 A Y

o AT 3=

53. 4t PAF(EE

oFA A
o AT 3=

fud 09-]:‘3]}‘131:])

54. &4 - £X - U4}

Ao &3 A Y
e ADMEd] #3 27: F+(37)

1) YHD11197% 300 mge] HlZ/ el BFFEAA 53 Hr}

55. kelo] @ AAA 97

e YHDI119 A%, YHD119 B, YHD119 CEL HIZ PKelA 7€ fAL
a3s T AAE Agstan o

& Aol AT, 13 YN
6. AL

et Atz
61 AN FAEY A=Y (GCP £F

o JFNFLNTIBELE AF TL J1BAN JFANFE AT

62. YFANHAAEH Na
o AZTPAY A7 : 174 49, 3

214

_2‘[_




6.3. A EFA A E
o S AA ] PK Hla, 2o]gE g
- 34 dAANETE FYE AAE AAT 14 94AES YHD1119-103, YHD1119-104Y

| A3 o| WA | FA&F
s

A & A A 3]




g A% BE | FAEF [ o B
| sy | VERF EAY G| Dy (TR 9es 23
1’4 |[YHD111 | 2738 A F 1529 (A7 |- uzd | 3497 <FE5E> <%}58>
9103 |Aed  ZaA WA |4 [D7EL [ HEEG | Cmax, Tmax, |- SATAAEEF) vs ADHAF), AEFHES
W APEAA (EA |24 50mg AUCus, AUCy, | A BY
WSO 200 (@ 19 29 T1/2, CL/F, Vd/F -
&k A 9} o) 169, % [
okEehy A% 321) < AR <tA 4> ]
2 v 7} YHDITIO _ o,
g 294%, 294 |
19 14 s -
|
EE4e -
|
. -
HA127] - -
200,000 ]
|
|
[ ]
1’4 |[YHD111 | 2733 A F 1 F29) (A7 |- AgE | 93 % <S$58> <%}58>
9104 |4 o AMA |49 |[YHDmed | Cmax, Tmax, |- A%/329 232 UGS W), AFGte 4
YHD11194 9|34 g4 3 AUCuy, AUCp-w, | 019 0] &
FeaE B2 (27 1¢ 13 T1/2, CL/F, Vd/F ]
o &2l ¥l 123, % |
Ae %L 9 2473) AZ EE <tA 4> I |
7} T8 - oPhg,
294%, 294 |
* Aok A 5 |
DERENE ]
200,000 |
|
]
|
|
]
64. A3 AIH
o I gle
6.5. 1 2 otHA
6.5.1. —rrﬁ*é SFAAAE 718
e (YHD1119-301) 2% AAWEA 55 Sao|A YHDI119 9} Pregabalin ¢ <tAA Y Fa42 vlwsly] 93

7964, o)F

L

=7, g4z, o

oA 3 I

]‘;]_. A = =3 7 . -

: (g) Nea (Baa) 98 | TAEE T yaee 2%

AN - EAYA Y

34 |[YHD11 [Zx A%W [ g7|# 2z 2| gz <frEA> <AT8H Fr>

19301 |34 5% {729 |29F4|dae| A9 | 12F 5 e =

Z o Al |5F #75mg, 712k (71749 mpA et Safety set 1854 1869
YHDI119 ¢} olZF i (A 150mg, 143 797+ AT FAS set 1809 1831
Pregabalin |7} |[(DPRS |300mg DPRS d% 5 PP set 1463 1503
kAT e > 1Y 23
axde 4 <§EA>
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g A3 iy | FogF T4 s
Al 4z ANFEH gz9l ax | 2wy - B E a3
- B} < AR <¢hA 43> - I
YHDI1197% - oPke- |
150mg, - PFER R} |
300mg - ZEAE |
1913 - AL |
- AR AL |
EFE o - 2dead A2= 241 | I - )
- Zghlol At A | 7179 WA e 79 7ke] #t DPRS Ao
2w A= | o @S {FoFFE 25% stolA At
(CSSRS, Columbia | 3tgte] HIEFA SHAIRTH A YHD1119
* Al @ ef Suicide  Severity | A Folwto] e T Bl
R EME Rating Scale) A | 8t E53HA  E&s FI AT
150mg ; S B3 At %5 | (p-value for non-inferiority <0.0001)
400,000% 2 22 73 3 I
7t | I
300mg ; [ | [ |
200,000% [ | [
]
I ]
[ [
[ ] [ ]
<AHAA>
PR BENE F 3704 F YHD1119 A
T 97%(52.72%), B IHHE FAT
93%3(50.00%)°1 A ©]’&%H-&-(TEAEs)°] &
G AN F YFNGEGE
I AFAAT e AR FAUH oFE
o]44kg (ADRs)& YHDI119 & FoiF
839 (45.11%), = EIIREE FAT 689
(35.56%) N A BB AT
E AR ¢ 4 A5ToA] 24
g o] g & fEoIFRRE2 AT F4<
Pregabalin IR A3 (227} &)Y A&l
A 7] 49 olukg B FEolgdukgo
2 AdHAT #AAS S Fo] A HAEH
A skt
6.5.2. FAYAA 8 (Pivotal studies)
o (YHDI119-301) %% AAWITAH 55 FAoA YHDI119 9 Pregabalin o HdA% fradS
@ RS, o)FEAHY, BAUE, 1R A 3 4 QA Y
6.5.3. ¥13 4 94 A] & (Non-pivotal studies) (Aot 31
6.54. 71E}Y A A] Y (Supportive studies) (4123t 319
655. 17] 0149 AFA 4 AEEY HIA A 59
65.6. A BE A3 g B (CTD 5.3.6) (Aekat 82
657. 54 Ao ug 8 ¢ A&
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658. ¢AY Ao tF 2 2 AE
o NAFEL e H AHOR FAG Gt 2] FFEJOH, oA YL thih A #EH
Ao, AAAA e MY 2 PN BRud 2@ E WU JeEE F8IMFE FF
olgte &S AE3AS.

659. #4-A3)4d H7HCTID 256) (AT )

6.6. 7} AL E

o AT 3=

67. @Al g AR A
o NHFEL M HIET

¢ Bdh 2RUUCH, A TEHAE FAE. T, Aol e
2 2RUAODE, ALY FIANG F AN FY] F JRE ¥

ey

7. =2 ALSE &ol

o AT 3=

2
o
>

(=3

. DU RAME Znte] HMHE 2 EhEj oUESo EMo
NAAER(FAER)Te 87h1e vl
- 31317}CR/‘1HJX34«1 HAE A&
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