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+ EFFEXOR (venlafaxine hydrochloride), tablet: 1993.12.28. 317|125, 25, 37.5, 50, 75,
100mg), A Tl S5

- EFFEXOR XR(venlafaxine hydrochloride), capsule, extended release: 1997.10.20.517}
(37.5, 75, 100, 150mg), 100 mg FHrjj Fct
PRISTIQ(desvenlafaxine succinate), tablet, extended release: 2008.0229. &|7K50,
100mg), 2014.08.20. &17K25mg)

- DESVENLAFAXINE(desvenlafaxine), tablet, extended release: Alembic Pharms Ltd,,

=9 57t g 201334, 3750, 100mg)

- VENLAFAXINE BESYLATE(venlafaxine besylate), tablet, extended release: Amatica,
20022.6.29. 517K11.25mg)

<&F TGA 37
EFEXOR-XR  (venlafaxine hydrochloride), modified release capsule: 1998.5.11.(75,

150mg), 2004.10.14.(375mg), 317+
- PRISTIQ (desvenlafaxine succinate) extended release tablet: 2008818, 317150, 100, 200mg)
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- PRISTIQ (desvenlafaxine succinate) extended release tablet: 2009.3.5. 317150, 100mg)

- EFFEXOR XR Capsule(venlafaxine hydrochloride): 1998.3.4.
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1.69- 297)) Al iﬂoﬂ HlepZalo] =& ol at% 289 fdol S7skA &%
o o] AFE 239 A48 g2 wgaclez Qg dAE xS tE AT A
+ SNRIO| =% A @42 o4+ Hlﬂé‘}‘ﬂ %“‘J R g 169 =+ &5 Al SNRIe|

H]iﬂﬂﬂ}@r/d—% SRS @159} E700A 71#PA 71 5 42 A 300 mg/kg/day &
o, P2 HEHA LU olE &F
o]—?&% o] A=A = AFolA 100mg/¥ F4
FolAl9l 0.5uf ot T2y} A AFEH
A4 %E’ﬁ(mglmZ) < ]ZOE = o = Uﬂ Aol Al 100mg/Y FofAlo] 4.58] 8ol
3ate Al FHEFNOELS FAPE o, A 5402 st ezt AlFo] A
ki =37 A A=A
"?Ifl AedA bt Hdils JRAVIRE FR7I7HA AT FAstAS o, Ho &%<
mg/kg/day &FolA HF &7 49 B A7 Aol TAadta AAGEC] FIIEAL
1/‘r, Ao Al EHAA Fshh A7l A=Al NOAELS A xEW AT 8FF(mg/m2)

= 7lEo 2 AEsie W AFElAl 100 mg/d FoiAle] 45u) &It AEL] o] 7]
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(75, 225 =& 675 mg/kg/day)s FAstRI, FAstA & =7 wEjAl
o AdH} A Yo Ha, A AL F E F wote F A B

A BEEAY. o] A7 A ok LOAELLS 4o} E&3F 100mg/dayzZ A3 F ujg
AUCe} ##o] 9+ 75mg/kg/dayict. o] ZAiE 4
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D ARl M o) stgRe 4

At Al 2wl et 4l o] BT it A AE S AH ot HawlgtgalS il
FAeol Fo A tiatAolth wigt g (d st e mokE) ETES FYPe v
z

AN T APAA, ¢3E F/EE O ooFFH vzdig il S HEste 49 2583
ANE X3 JFFA AT RaEQih. RFFooA N, oA WSS HE 571
A, FFEY, & 9@ FEI} 7P &84 RiEHJT Rid & AEEE AXE W3t
(e): QT ¥4 a4, Ztxpk(bundle branch block), QRS 414, T4 = A4 Wiw A %
g9}, 3E83l(rhabdomyolysis), @&, AN AZEY S35, Aol AT

IxE SFAFoA =, SSRI A4 B2EHE A vad of XHHA A74E59 ¢
A4 F7PF Wig g AEgFRAel Byo] & 7 Aoy, A FeeAdA Rt @
g1 BuEHAT. IstAFESoA HlgFA Fo AEo] SSRI Fo SAESET o &
A A APAA BEE Zte 2o g2 vyt dgdl dFRARZ QIgE =4do], Hl
gFils Fore s dF EAEF iHIsiA AW AR 9F FUte o=
A% 7199 A B st

2) SpeFEe] A A
dgetg o] g S8E siSAE Leid A gk HFRefd tEd HH A, chFd
oFE B JbsAS welslol @
F A% 2 mUEYel WaF & ok wpebd el zmetehls
S o

i

12. B D AT FIMNT
D oj@lole] o] Bx] e Fo B

2) ThE g716] el P AL Andle] HAY FAGARNA wFHSA gomz
o|& Folstelof At

SRR ERT RPN ERIE IR ES 23 S

FUFHBND AT AA RS 2X2 WA PO

29 A% A w8 FFEcistel 30

HEE) 9 2790 4F e e 4% 25, LR EANUC, Cna)E

zaagslel EAAISAL ), 2)eg @ &) 90% 42 T7ke] 80.00 ~ 125.00% ol
o]

HaE S [
:I'L_E_ AUC0—48hr Cmax
(ng-hr/mL) (ng/mL) Tax () tvz (hn)




ZP|AEMEH
5022 I (H AMart 5.00
O = of N + 56+23. 95+7.
S A Al o~ 512 2094+525 83.56+23.30 (2.00~12.00) 13.95+7.89
[2t= 20| K}N| &)
Cl AH 2hA S
N 25| (o AMart 5.00
S OF
Al ABIE ARG 19181472 75.63+14.75 (2.00~8.00) 14.48+4.84
(@4 AT H 2|0k
71518 H| &2 90% 2Tt 85.92 ~ 86.71 ~ ) )
(7|& : 80.00 ~ 125.00%) 97.89% 97.95%

Tma)(: JX‘| = = —
. O
tro HERAAEEZY|

(AUCt: Cmaxl t1/2; %E‘ﬁiﬁ—i—rﬂxh Tmax; %o HA(%“SIJ—D, n=30)

Ll

AUC: FOfANZREH 2TEESsE AL X[ EEsE-AUSHUSHEHY

H D E7le=S EanEpjt=li=]
:I-LE_ AUCO—48hr Cmax
(ng-hr/mL) (ng/mL) Tnax (A1) tiz ()
Z|AEIMYY
502 2| (M Ak A 5.00
Cf = ok N + 84+18. 49+3,
=<t LAl O~ 312 2117579 96.84+18.89 (2.00~12.00) 11.49+3.68
[2t= 20| XEA| &)
Cil AH 2t el
N 25| 3ol A 2= A 6.00
renKel3
Al = A 2109+601 95.92+17.42 (3.00~24.00) 11.42+3.77
[ AT 2|0f
7|5tE#H[22 90% AlZ|FZt 95.08 ~ 95.85 ~ ) )
(7|& : 80.00 ~ 125.00%) 104.28% 102.82%

ATES s AL t7HK[Q]

=23 o

(AUCII Cmax, t1/2; %ﬂﬁitﬂ-’fﬂdxh Tmax; %

EECEHERC L

LU, n=27)

14. 71€}

D &t

o Z7h8A skt

np9- ol PR oA gzt gA S 24d

A3

Aol 5

o

o920 A= H2dlgtgalS 500mg/300mg/kg/day7tA] (o] 455 3
o, 300 mg/kg/day> AZFHAHTFT LFmgm2es 7|2 4=

&%

sse

W, 2tzhe] A@olA FPBAE

ZF A

da) TS
o, Al




100mg/day FofAe] 158) €] &-7Folth,

Ao A= olz=dzZtalS 300 mg/kg/day(<FA) =+ 500 mg/kg/day(Z)7EA Fof 8kl
AxHAY §FHmgm2)S 7IEo2 AEsAe W o &§FS 247 ArglAl 100 mg/day
Foq Al o] 29u(=2) B 488)( Do)t

o 2
> &
FE,_Q
L
B~
rzo_u

Aldad wrE oty Aol A FE(Ames Alg)dlA ®HoldAdS UERAA
CHO Az A8 Al A GAE, rhe2E o] &3 AW &dA
o] &3+ AAW FMA ) GAFANA FAA oS UEFHA eFtth E=S b
Al EfFF CHO AMx HsdwWo|(forward mutation) 2 Al AU
BALB/c-3T3 w}-$-2 FAAS ANFANAN FHRFEESE dERHA ZFUT

o
~
fass
K
= |
o
(i rlo

flo

> |

3) FEls
dollet g e £3589l dsolA 3T Felge, w%—s— 0 mgligldayel .4
ol A FAIAL, o L ARANY & 2oz 2 } o o Aol

& #(mg/m2)< 7

100 mg/day FeiAe] 308e] SFHE ol AEANT & (mg/m)E 7]7‘0§ Bz
39e w AlgolAl 100mg/day FedAle] o 10ujol siwats &@el 100mg/kg/dayel A=
el FFol gk

1

™

(A A= o ~F o} 55 A FUT 95 95 AWAZ 168-41

AE Y FEF T (DMF) A+
SIEFER: N PR R SR ERES
- DMF S&W®W3&: 758-1-ND, $758-1-ND(1)
- A|Z<: Lupin Manufacturing Solutions Limited

- &AA]: Block No.21, Dabhasa Taluka Padra City : Dabhasa-391-440, Dist :

Vadodara, Gujarat, state, India
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e (W]=1) PRISTIQ(desvenlafaxine succinate), tablet, extended release: 2008.02.29. & 7}50, 100mg),
2014.08.20. &7} (25mg).
e (&) PRISTIQ (desvenlafaxine succinate) extended release tablet: 2008.8.18. &7} (50, 100, 200mg)
e (ZIL}th PRISTIQ (desvenlafaxine succinate) extended release tablet: 2009.3.5. &7} (50, 100mg)
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