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NAOFEFUEE 10megl 2AH%]:1 SEh/\OXF U IEEIE/KFIY 11.38mg

Rt = =% ($OF+£F2ELT 10me)
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MRRDET T T ARMCBNT, Eah=U bV AR —2— 2@ IRIZBREL, 7 ARIBRO Y r
h= BAHINEE 5,

(2) AFN AL FH A A S O RIVE A BUEE DS L R DAL ERL TWOZRW BITEHEL TER
() IR, D FV N, B ARIR, WRA, R, AR, MR, Ve, T, PERERE i (ST AE,
PERES) | ITENDHLDONDLZENHD,

(3) BERZREWEM b= fERRE, EMEMERE, $EEL. LT, A%, KA g RO AR AE
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0. &2#ICB89HIEHE
1. IR5E4

(1) #4&
Nt T o HESmgl X A
ot F U EE10mgl 2 |
ot F U EE20mg H 4 |

(2) F4
PAROXETINE Tablets 5mg/ TAKATA |

PAROXETINE Tablets 10mg/ TAKATA |
PAROXETINE Tablets 20mg/ TAKATA |

(3) ZMDHERE
— R LD
2. — &%
(1) #4 (dpfi%)
RavF o ERRE K H ]

(2) F£ (@A)
Paroxetine Hydrochloride Hydrate (JAN)

(3) 2T L
]

3. EEXRITRERX

+ HCI - 12H20

4 RFARUDFE
5377 C HyFNO, » HCI + 1/2H,0

4y -5 :374.83

5. %% (ar4iE)

(3S,4R)—-3-[ (1,3-Benzodioxol-5—yloxy) methyl]—4— (4—-fluorophenyl) piperidine monohydrochloride
hemihydrate



6. ERA.H4A.BE. EEES
KriZ7eL

7. CAS 2% &S

61869-08-7



. xR IBEY 5IEE
1. YEIEFENERE

(1) HMER-1EAR

AEORERIEOH K THS,
(2) BfEH

AR )= NIRRT, T4 =1 (99.5) IT00A TR0 37<, KIS ey,
(3) WiEtE

MR L
(4) RheR (AR B EE R

Al K9 140°C
(5) EAIEEFRHETER

pKa=#J 9.9 (50% ¥ AF /L AL ARF T R H)
(6) D EERE

MRl

() ZDHhDELRIEE
JEHEE: (aly: —83~—93" (BiAMICHFLLI=bD0.1g, =4 /—/1(99.5) , 20mL, 100mm)

2. ANRSOEREGTICETIREMS

LR L

3. ARG DFEEREBRE

H RS mseeF AR KT | OfERRaiRIEIC L D,
SRR EERNE T
RN AT BV T AU LEEAITER)
AL E M RO

4. EIHTOEEE
HfE e F o EmEE K OE&IEICLD,
KO~ T T T 4 —
RER S
e - SR AN EE T (HIE I = - 295nm)
H T NS 4.6mm, K& 25cm DAT LRI 5 um DK/~ 57 40— R AF LY
ISV BN EFE T AT D,
BB BEfR T E =7 L 3.85g 27K 1000mL (Z¥A L, FERE (100) 2<% T pH4.5 ([ZFHH
%o ZOW 600mL (27 ER=RU/L 400mL } NN =F /L7 10mL ZINZ 7= FEfR
(100) Z Wz T pH5.5 ICFREL 5,
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V. SHICEYT5RA

1. &
(1) FRORXA ., HERCHEIR
i N REX-EHE
in 4 EB/N .
EJi] AT 1R
A Q _
ST BT 180D T LI T =
Smgl ¥ 74 | a—7 7B [ERCS X JEX
#) 5.6mm $0.068g ) 2.2mm
@‘{,‘: (10) —
SRuxvF b AT DT 4L A N N
#9 6.6mm #9 0.136¢g ) 2.8mm
P — i
W | 2 | =
SRuXtIbE WAL A DT 4L I N N —
20mg [ #7714 | =TT [ERES HX JES
) 7.6mm $0.268g ) 4.2mm
(2) EEIDYE

1 HE OEHSMR

(3 #Aa—F

aXxtF U BE dmgl ¥4 ] TTS-770
RaxtF e 10mgl # 4] TTS-771
RaxtFUEE 20mgl #HH | TTS-T72

(4) pH, ZBELL. #E. LE BREDERUVKREX pH HF

ML

2. SEIDERK

(1) BES GEERS)DEE
NaxtF e bmgl X041 BEFIZ \aXE T U RRIE K F) 5.69mg

(RNaxtF LT ome) & A

Xt F U BE 10mgl X447 |1 Sz \axTF U EEE K FiY) 11.38mg

(RaxtF LT 10me) &4

Nt F B 20megl X H X |1 BEHFIZ N ax T U ERE K Fn) 22.76mg

(RaxtF LT 20me) &4

757




(2) &y

UL RIKFZAN T DKFIW) . T T 7 )a— At N A AT TV~ 37 A b aia
— A AN FEbTF R E bk Lo ary

(3) ZMih
M ERERL

3. BEH AADSBECHT HER
A L7

4. WADEBFHTICEITIREN

BRI & B A& E HE R T A O IR R (40°C, 7T5%RH, 6 5 H) OfE R /M8 L OVE B8 135
DOFPANTHY , W OFEEIEFEIZ BV TR el 3 ERZE THHZ LN RIS,

(1) hn:EEHER (40°C. 75%RH. 6 1 B)

@ X F U bE Smgl A4 |V
PTP (3 my DR ROELD)
BA haF 1w H#% 3HH% 6 »H#%
R HALADT )V ha—T 4 7 §E
R aER WA
B HIE (%) 97.0-102.1 96.9-100.9 96.3-99.9 97.5-102.0
E & (%) 100.38-101.08 99.03-99.72 99.73-100.31 99.22-100.13
K43 (%) 13.26-13.49 15.36-16.31 12.40-14.93 13.16-13.31
@ Xt F U BE 10mgl #4472
PTP (3 By DR ROELD)
LGS 1w H#% 3HH% 6 »H#%
R HALADT )V ha—T 4 7 §E
e aER W
B HIE (%) 90.2-102.8 87.5-103.9 88.3-104.1 84.9-100.6
E & (%) 99.98-101.03 100.00-100.67 100.77-101.39 100.03-100.51
K43 (%) 13.72-14.47 13.44-14.98 15.14-15.72 14.45-14.90
R TF L R (3 Y OREROELD)
LSS 1 »H#% 3HH% 6 »H#%
R HALADT )V ha—T 4 7 §E
R aER W
B HIE (%) 90.2-102.8 94.7-104.9 88.1-104.4 80.3-99.7
E & (%) 99.98-101.03 100.15-100.64 100.71-101.40 100.09-100.58
K43 (%) 13.72-14.47 11.77-13.22 14.57-14.99 13.51-13.92




@ Xt F U bE 20mgl # A 4|P

PTP (3 By DR ROELD)
LSS 1w H#% 3HH% 6 »H#%
R HALADT )V ha—T 4 7 §E
e aER ey
B HE (%) 93.5-98.9 90.0-96.6 87.2-92.3 82.8-90.0
& (%) 100.38-100.89 100.36-100.94 100.56-101.38 99.68-100.44
K43 (%) 12.76-13.68 14.09-14.29 14.59-15.71 13.45-14.08
R TF L R (3 YO ROELD)
LSS 1w H#% 3HH% 6 »H#%
PR HALADT )V ha—T 4 T §E
R aER ey
B HIE (%) 93.5-98.9 91.3-98.2 92.3-94.7 88.5-92.7
E & (%) 100.38-100.89 100.56-100.90 100.42-101.08 99.92-100.40
K5 (%) 12.76-13.68 12.84-13.64 14.71-15.88 11.57-13.13
(2) EAFLRRETOLEM:
@ Xt F UE SmglFh |V
IR :40°C L - U A e
B A Iy L »H% 2 n A # 3w A%
PE R HAT DT 4V DT —T 4L T RETdhoT-.
e =R (%) 103.2 97.9 96.5 101.4
& ) 99.6 100.2 100.1 99.9
FEAT3R (%) 100 100.6 100.5 100.3
i £ (N) 33.8 33.2 31.3 28.3
@M% :25°C, 75%RH, #EE - B ik
B A Iy L »H% 2 n A # 3w A%
PE R HAT DT 4V DT —T 4L T RETdh-T-.
e =R (%) 103.2 98.5 101.6 100.3
& ) 99.6 99.6 99.6 100.6
FEAT3R (%) 100 100.0 100.0 101.0
i EE(N) 33.8 33.0 31.8 31.2




@) :10001x, T2V DE KB o

BH 4G IRE 60 5 Ix-hr 120 J5 Ix+hr
MR HALABD T AV La—T 4 T HETh T,
T H =R (%) 103.2 97.4 101.2
i (%) 99.6 99.0 99.2
FEAT 3R (%) 100 99.4 99.6
i £ (N) 33.8 31.2 30.2
@ b F U EE 10mgl ¥ # P
IR L :40°C, HOL - KB e
BA haRE 1w H#% 2 H1% 3HH%
P IR WAL GADT L ha—T 4 T HETh o1z
FEHER®%) 101.7 101.7 100.3 98.9
& %) 100.1 98.6 96.6 99.1
FRAT3 (%) 100.0 98.5 96.5 99.0
il £ (N) 55.5 52.4 53.2 45.8
@R : 25°C. 75%RH, - B ik
BA hARF 1w H#% 2 H1% 3HH%
P IR WAL EADT L ha—T 4 T HETh o1z
T ER®%) 101.7 98.2 99.1 100.9
& %) 100.1 99.0 97.6 99.7
FRAT3 (%) 100.0 98.9 97.5 99.6
il £ (N) 55.5 52.4 53.2 51.2
@)::10001x, iRV DX LRI
B aaRE 60 7 Ix-hr 120 J7 Ix-hr
PR HALEADT )V La—T 1 T HEThoTz.
B =R (%) 101.7 100.0 98.9
& &%) 100.1 99.4 100.1
FRAF R (%) 100 99.3 100.0
22 (N) 55.5 52.5 51.6




@ Xt F U bE 20mgl # A 4|P

P cdis]

. feFIEDEE S EL (MEIEFHIEL)

BV

IR :40°C - U A e
eSS L »H% 2 n A #% 3w A%
PE R HAT DT 4V DT —T 4L T RE T T,
e =R (%) 94.0 94.3 93.1 94.6
& ) 98.7 98.9 101.8 99.5
FEAT3R (%) 100 100.2 103.1 100.8
i £ (N) 74.2 66.9 65.7 63.8
@ :25°C, 75%RH, - B ik
eSS L »H% 2 n A #% 3w A%
Pt R HAT DT 4V DT —T 4L T RETdhoT-.
e H =R (%) 94.0 90.7 93.5 93.5
& ) 98.7 97.6 98.2 100.3
FEAT3R (%) 100 98.9 99.5 101.6
i 2 (N) 74.2 68.0 70.7 68.7
@:10001x, HiH/2V DX - KJE Kan
BA AAIRE 60 J7 Ix-hr 120 J5 Ix+hr

PR HAT DT 4V DT —T 4L T RE T T,

e =R (%) 94.0 93.0 94.4

& ) 98.7 99.2 101.7

FEAT 3R (%) 100 100.5 103.0

i £ (N) 74.2 68.7 69.6

. AEERUVBEREOREK
YL
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i dar
ORHITE HFABR O &1L

AFNE. B A E A RICED LT \ad T U R SE ORI SE A LTV A D

LRI TUND,
P HBLRS
ARE BRI [EIL2~ B Iy ] Vs H ==
SRS s AR 4545 50 [AlE 45 %y 80%
iR

@ XL F U BE Smgl Z 2 Y

KENT v F o FE20mgl Z 0 5 | LG RN RRDBAI LU THIEESNIZZ b, TE'ENRRDIE
H ETE A DA 7 R SRR AT AR T A |1TEE D& W8 2 Nt F U FE20mg [ 2 70 4 |
L TZ L AR SHIWTS AL, AN A IR L ARSI,

P HARBRE - /SR VTE

X BR Jk:pHL.2. pH5.0. pH6.8, /K
[\ #iE B4y 50 O 100 [HE

OB A 12 oL

g M BRI n= N T 4 —

i L B 00 [F) b oD B i e

%? R oo
FEYERIAN D SR R A 40% KON 85% (T & 7253 24772 2 Wi (5
7K 3 RO 60 43) 12T, FRBREUE 0 A A H SR T HERLEI D L8
TR 10% OHIPANIZH D,
DH1.2 i%ﬁ%ﬁﬂ@%@%ﬁj%rﬁf 40% K OF 85%{¢ﬁkf£5ﬁ%f; 2 e (10
v LSRR 1 i ﬁi&o 30 53) 123U T, BRI 0D SR HH 28 T VE LA 0D S 1
50 mﬁj$i 10%@%@??6;3@50 ‘ \
DH5.0 %ﬁ%ﬂ@?\i@@m%iﬁ :LQ%LTJ&U‘ 85%4?}?&2{53% % focuz R (10
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